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Readers will note that in this Annual Report the Reporting Information on Key Pharmaceutical 
Trends section has been re-organized and new tables and figures have been added. It is 
hoped that the more in-depth analysis of the key indices will assist the readers in better 
understanding the current context. These changes are very much in line with the report- 
ing mandate of the PMPRB to contribute to informed decisions and policy making by 
reporting, among others, on pharmaceutical trends. 


ANNUAL REPORT 


HIGHLIGHTS FOR 2004 


Sales 


Total sales of all drugs for human use by 
manufacturers in Canada increased 5.3% 
from 2003 to $15.9 billion. The growth 
rate in 2004 is the lowest seen since 1997. 


Sales of patented drugs increased by 
7.9% to $10.9 billion in 2004. The growth 
rate is the lowest seen since 1996. 


Patented drugs account for 68.6% of 
total drug sales, slightly higher than 
last year. 


Compliance 


In total, there were 94 new patented 
drug products introduced in 2004, 
including 25 new active substances. 
As of March 31, 2005, 90 new patented 


___drug products had been reviewed. Of 


those, 68 were considered to be within 
the Guidelines; twenty two are subject 
to ongoing investigations. 


Enforcement. 


The Board issued three Notices of 
Hearing and approved eight Voluntary 
Compliance Undertakings. 


Pharmaceutical Trends 


The manufacturers’ prices of patented 
drugs, as measured by the Patented 
Medicine Price Index (PMPI) fell by 
0.2% in 2004. Analysis of prices by 
therapeutic class demonstrates consid- 
erable variability in price changes. 


e In 2004, the ratio of Canadian prices to the interna- 


tional median for comparator countries was again 
below parity, with Canadian patented drug prices 
being on average about 91% of the corresponding 
median international price. Prices of patented drugs 
in Canada were on average somewhat less than prices 
in Sweden, Germany, the U.K: and Switzerland, but 
greater than prices in France and Italy. As in pre- 
vious years, U.S. prices appear to be substantially 
higher than prices in both Europe and Canada. 


Research and Development 


e Patentees reported total R&D expenditures of 


$1.17 billion in 2004, a decrease of 2% over the 
$1.19 billion in the previous year. Rx&D members 
reported R&D expenditure of $1,008.3 million in 2004, 
accounting for 86.2% of all reported expenditures. 


The R&D-to-sales ratio for all patentees declined to 
8.3% in 2004 from 8.8% in 2003 as did the R&D-to- 
sales ratio for members of Rx&D to 8.5% from 
9.1% the previous year. R&D-to-sales ratios for all 
patentees and for Rx&D members have declined in 
recent years, after rising from 1988 to the mid-1990s. 
Whether taken over all patentees or restricted to 
Rx&D members, R&D-to-sales ratios in 2004 were 
the lowest seen since 1989. 


Patentees reported spending $221.7 million on 
basic research, representing 19.7% of current R&D 
expenditure. Spending on basic research increased 
by 23% in 2004 relative to the previous year. 
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The Honourable Ujjal Dosanjh, P.C., M.P. 
Minister of Health 

House of Commons 

Ottawa, Ontario 
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Dear Minister: 


I have the honour to present to you, in accordance with sections 89 and 100 of 
the Patent Act, the Annual Report of the Patented Medicine Prices Review Board 
for the year ended December 31, 2004. 


Vours very truly, 


LOUE 


Réal Sureau 
Vice-Chairperson 
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CHAIRPERSON’S MESSAGE 


It is my distinct pleasure to sign the Chairperson’s 
Message of the Patented Medicine Prices Review 
Board’s Annual Report for 2004. 


As a reflection of Canada’s dynamic health care envi- 
ronment, the PMPRB has experienced significant 
changes over the past year. Perhaps the most important 
of these changes has been our continuing evolution as an 
organization. After a decade of leadership and service as 
Chairperson of the PMPRB, Dr. Robert G. Elgie has 
completed his mandate. One of Dr. Elgie’s strongest 
influences was as someone who challenged those 
around him to continue to study and debate the 
issues and policies that shape the work of the PMPRB. 
He achieved a great deal during his term. The proof 
of that is that the PMPRB has continually met its 
objective of protecting Canadian consumers from 
excessive drug prices. 


As Vice-Chairperson, I am honoured to assume the 
responsibilities of the Chairperson until such time as 
a new Chair is appointed. In this capacity, I will be 
guided by Dr. Elgie’s example and will continue to 
pursue the values and mission of the PMPRB. 


Pharmaceuticals remain front and centre in public 
policy discussions. Canada’s health care system, of 
which the PMPRB is a key part, has served to ensure 
that consumers are protected from excessive prices 
for patented medicines. In 1987, Canadian prices for 
patented drugs were second highest in the world, 
23% above the median of foreign prices and higher 
than the six European countries used for comparison 
purposes. After the creation of the PMPRB and the 
introduction of its Guidelines, that ratio declined but 
Canadian prices were still approximately 10% above 
the median in the early 1990s. Concerned that it had 
not achieved its objective, the Board amended its 
Guidelines effective in 1994. Since then, Canadian 
prices have consistently been between 5% to 12% 
below the median of foreign prices. 


In 2004, the PMPRB became aware of 
reports in the media of price increases 
and began to receive questions from public 
drug plans about price announcements 
they had received. In all, we received 
information that a number of manufac- 
turers of patented medicines had made 
public announcements of price increases. 
If such increases were to come about, 
they could represent a change in the 
trends in pricing in Canada over the past 
decade. Consequently, we undertook a 
public consultation on price increases 
and issued a discussion paper. We are 
currently reviewing stakeholders’ sub- 
missions following which the Board will 
determine next steps. 


Over the last decade, the patented drug 
sector has grown significantly - their 
share of total sales in Canada having 
increased from 45% in 1996 to over 68% 
in 2004. By 2004, the growth in total sales 
of all drugs reached close to $16 billion. 
These increases were reflected in expendi- 
tures by governments and by consumers 
through their private insurance coverage 
and as out-of-pocket costs. 


In its latest report, the Canadian Institute 
for Health Information (CIHI) estimated 
that total expenditures by Canadians on 
medicines reached $22 billion in 2004 
and that drugs now represent nearly 17% 
of total health care spending in Canada. 
Public programs have sought a greater 
understanding of the reasons for such 
growth and whether it is appropriate. 
They have introduced new approaches to 
contain costs and they have sought out 
new approaches to collaboration. 


Increasingly, the PMPRB has been asked to 
do more to focus on the broader questions 
relating to drug costs. Our previous 
studies have shown that the major 
factors driving up drug costs have been 
the impact of the introduction of new 
drugs and increased utilization of drugs 
in the health care system. 


In the context of its role in the National 
Prescription Drug Utilization Information 
System (NPDUIS), the PMPRB has under- 
taken a number of initiatives. The 
NPDUIS provides critical analyses of 
price, utilization and cost trends so that 
our health system has more comprehensive, 
accurate information on how prescription 
drugs are being used and on sources of 
cost increases. Currently, we are 
involved in a number of projects that will 
supply the participating jurisdictions 
with such information. 


As demonstrated by the NPDUIS, collab- 
oration among governments is an 
important element in addressing health 
care issues that affect all Canadians. In 
September, the First Ministers agreed to 
build on this collaboration by developing 
and implementing a National Pharma- 
ceuticals Strategy as part of their 
comprehensive agreement on health care. 
They declared that: “Affordable access to 
drugs is fundamental to equitable health 
outcomes for all our citizens.” A Ministerial 
Task Force is focusing on a number of 
key areas relating to, among others, cata- 
strophic drug coverage; introduction of a 
national drug formulary; improving 
access to breakthrough drugs; and accel- 
erating access to non-patented drugs and 
achieving international parity on prices 
of non patented drugs. 


Not only is greater collaboration taking place among 
the various levels of government in Canada but also 
among all participants in the health care system to 
improve pharmaceuticals management in the coming 
years. 


The PMPRB is proud of the contribution it has made 
to ensure Canadians do not pay excessive prices for 
patented medicines. We are dedicated to continuing 
to work with our partners and stakeholders in the 
interests of all Canadians. 


In closing, I would like to take this opportunity to 
welcome Dr. Brien Benoit who was appointed to the 
Board on May 19. I welcome back Dr. Anthony 
Boardman who was appointed to the Board for a 
second term. Also, I welcome Barbara Ouellet, who 
joined the PMPRB in January as Executive Director. 


Also, I wish to thank Dr. Ingrid Sketris for her invalu- 
able participation as Board Member. She completed 
her mandate with the Board in May 2004. I would be 
remiss if I did not thank the talented and dedicated 
staff of the PMPRB for their contribution to this 
Program. In particular, | want to thank Wayne 
Critchley, who has served the PMPRB as Executive 
Director for 15 years. He made an outstanding contri- 
bution to this organization for which we are grateful. 
I offer my best wishes of success to our former and 
new colleagues in their endeavours. 


ee 


Réal Sureau 
Vice-Chairperson 
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ABOUT THE PATENTED MEDICINE 
PRICES REVIEW BOARD: MANDATE 


AND JURISDICTION 


The Patented Medicine Prices Review Board is an 
independent quasi-judicial body established by 
Parliament in 1987 under the Patent Act (Act). The 
Minister of Health is responsible for the pharmaceutical 
provisions of the Act as set out in sections 79 to 103. 


Although the PMPRB is part of the Health Portfolio, it 
carries out its mandate at arms-length from the 
Minister of Health.! It also operates independently of 
other bodies such as Health Canada, which approves 
drugs for safety and efficacy, and public drug plans, 
which approve the listing of drugs on their respective 
formularies for reimbursement purposes. 


Mandate 
The PMPRB has a dual role: 


Regulatory — To protect consumers and contribute to 
Canadian health care by ensuring that prices charged 
by manufacturers for patented medicines are not 
excessive; 


Reporting — To contribute to informed decisions and 
policy making, by reporting on pharmaceutical trends 
and on the R&D spending by pharmaceutical patentees. 


Jurisdiction 


Regulatory — The PMPRB is responsible for regulating 
the prices that patentees charge, the “factory-gate” price, 
for prescription and non-prescription patented drugs 
sold in Canada to wholesalers, hospitals, pharmacies or 
others, for human and veterinary use, to ensure that 
they are not excessive. The PMPRB regulates the price of 
each patented drug product, including each strength of 
each dosage form of each patented medicine sold in 
Canada. This is normally the level at which Health 
Canada assigns a Drug Identification Number (DIN). 


In Canada, Health Canada assesses new medicines to 
ensure that they conform with the Food and Drugs Act 
and Regulations. Formal authorization to market or 
distribute a medicine is granted through a Notice of 
Compliance (NOC). A medicine may be temporarily 
distributed with specified restrictions before receiving 
an NOC, as an Investigational New Drug or under the 
Special Access Program. 


The PMPRB has no authority to regulate the prices of 
non-patented drugs, including generic drugs sold 
under compulsory licenses, and does not have juris- 
diction over prices charged by wholesalers or retailers 


eee 


1 The Health Portfolio contributes to specific dimensions of improving the health of 
Canadians. It comprises Health Canada and three agencies, the Canadian Institutes 
of Health Research, the Hazardous Materials Information Review Commission and 
the Patented Medicine Prices Review Board. 


nor over pharmacists’ professional fees. 
Also, matters such as distribution and 
prescribing are outside the purview of the 
PMPRB. 


Under the Patented Medicines Regulations, 
patentees are required to file price and 
sales information twice a year for each 
strength of each dosage form of each 
patented medicine sold in Canada for 
price regulation purposes. Patentees are 
also required to file R&D expenditures 
once a year for reporting purposes. 


Manufacturers are also required to 
inform the PMPRB of their intention to 
sell a new patented medicine but are not 
required to obtain approval of the price 
before they do so. 


Patentees are required to comply with the 
Act to ensure that prices of patented 
medicines sold in Canada are not excessive. 
In the event that the Board finds, after a 
public hearing, that a price is excessive in 
any market it may order the patentee to 
reduce the price and take measures to offset 
any excess revenues it may have received. 


Reporting — The PMPRB reports annually 
to Parliament through the Minister of 
Health. The Annual Report, which covers 
the calendar year, includes a review of the 
PMPRB’s major activities, analyses of the 
prices of patented medicines and of the 
price trends of all drugs, and reports on the 
R&D expenditures as reported by patent- 
holding drug manufacturers. In addition, 
the PMPRB reports through its quarterly 
NEWSletter and various studies. 


Pursuant to an agreement by the Federal/ 
Provincial/Territorial Ministers of Health 
and at the request of the federal Minister 
of Health, the PMPRB conducts research 
under the National Prescription Drug 
Utilization Information System (NPDUIS). 
The purpose of the NPDUIS is to provide 
critical analyses of price, utilization and 
cost trends so that Canada’s health system 
has more comprehensive, accurate informa- 
tion on how prescription drugs are being 
used and on sources of cost increases. 


REGULATING PRICES OF PATENTED 


MEDICINES 


sales of Drugs in 
Canada 


Total manufacturers’ sales of pharmaceu- 
ticals for human use are estimated at 
$15.9 billion in 2004, an increase of 5.3% 
over sales in 2003. Patentees reported sales 
of patented medicines of $10.9 billion, an 
increase of 7.9% over the previous year. 


Compliance and 
Excessive Price 
Guidelines 


Pharmaceutical patentees are required, 
under section 82 of the Patent Act (Act), 
to notify the PMPRB of their intention to 
offer a drug product for sale and the date 
on which they expect to begin selling it. 


Under the Patented Medicines Regulations, 
1994 (Regulations), patentees are subse- 
quently required to: 


e file a Medicine Identification Sheet 
(Form 1) within 30 days after either 
the issuance of a Notice of Compliance 
or the date on which the drug product 
was first offered for sale in Canada, 
whichever comes first; 


¢ report information on the introductory 
prices and sales of new patented med- 
icines (Form 2) within 60 days of the 
date of first sale; and 


e continue to file detailed information 
on prices and sales of each patented 
drug for the first and last six-month 
period of each year (Form 2) for as 
long as the drug remains patented. 


The PMPRB reviews the pricing information 
for all patented medicines sold in Canada on 
an ongoing basis to ensure that the prices 
charged by patentees comply with the 
Excessive Price Guidelines (Guidelines) 
established by the Board. The Guidelines 
are published in the PMPRB’s Compendium 
of Guidelines, Policies and Procedures 
(Compendium) and are available on the 
Web site under Legislation, Regulations, 
Guidelines, or by calling our toll-free 
number: 1 877 861-2350. 


Excessive Price Guidelines 


The Guidelines are based on the price determination 
factors in section 85 of the Act and have been devel- 
oped in consultation with stakeholders, including the 
provincial and territorial Ministers of Health, consumer 
groups and the pharmaceutical industry. In summary, 
the Guidelines provide that: 


e prices for most new patented drugs are limited 
such that the cost of therapy for the new drug does 
not exceed the highest cost of therapy for existing 
drugs used to treat the same disease in Canada; 


e prices of breakthrough patented drugs and those 
which bring a substantial improvement are generally 
limited to the median of the prices charged for the 
same drug in other industrialized countries listed in 
the Regulations (France, Germany, Italy, Sweden, 
Switzerland, the United Kingdom and the United 
States); 


e price increases for existing patented medicines are 
limited to changes in the Consumer Price Index 
(CPI); and 


e the price of a patented drug in Canada may, at no 
time, exceed the highest price for the same drug in 
the foreign countries listed in the Regulations. 


Board Staff reviews the prices of all patented medi- 
cines sold in Canada. When it finds that the price of 
a patented drug product appears to exceed the 
Guidelines, and the circumstances meet the criteria 
for commencing an investigation, Board Staff will 
conduct an investigation to determine the facts. 
Additional information on the criteria for commencing 
an investigation is available in Annex 1 on page 45. 
An investigation could result in: 


e its closure where it is concluded that the price was 
within the Guidelines; 


e a Voluntary Compliance Undertaking (VCU) by the 
manufacturer to reduce the price and take other 
measures to comply with the Guidelines; or 


e a public hearing to determine if the price is excessive 
and to make a remedial order. 


As part of the PMPRB’s transparency initiative, beginning 
in 2001, the list of New Patented Medicines Reported to the 
PMPRB is posted on the PMPRB Web site every month. 
This list includes information on the status of the review 
(i.e., under review, within Guidelines, VCU, Notice of 
Hearing). Drug products “under review” also include 
drugs which are subject to an investigation. As reported 
in the April 2005 NEWSletter, beginning in 2005, drugs 
that are the subject of an investigation will no longer 
be reported as “under review”. When the price appears 
to exceed the Guidelines and where the criteria for 
commencing an investigation have been triggered, these 
drug products will be identified as “under investigation”. 


page 9 


t 
© 
[=] 
a 
K 
m 
cc 
a. 
= 
a. 


e the NAS may not be on the TPD list 
because it is being sold under the Special 
Access Program (SAP) before it receives 
a Notice of Compliance (NOC); or 


New Active Substances in 2004 


Health Canada reported 17 New Active Substances 
(NASs) in 2004 but not all were introduced to the 
market in that year.2 The PMPRB’s list of patented 
NASs in any year may differ from the list of NASs 
approved by Health Canada’s Therapeutic Products 
Directorate (TPD) for the following reasons: 


e the NAS may have been approved, but 
is not being sold. 


e the NAS is not patented and therefore not subject 
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Table 1 


to the PMPRB’s jurisdiction; 


New Patented Medicines in 2004 (Human) — New Active Substances 


New Active Substances Introduced in 2004 


Brand Name Chemical Name Company # DINs ATC Class 
Alimta pemetrexed disodium Eli Lilly Canada Inc. 1 LO1BA04 
Amevive alefacept Biogen Idec Canada Inc. 1 LO4AA15 
Avodart dutasteride GlaxoSmithKline Inc. 1 G04CB02 
Axert almotriptan malate Janssen-Ortho Inc. 2 NO2CCO05 
Bondronat ibandronate sodium Hoffmann-La Roche Ltd. 1 MOSBA06 
Cetrotide cetrorelix acetate Serono Canada Inc. 2 H01CC02 
Ebixa memantine hydrochloride Lundbeck Canada Inc. 1 NO6DX01 
Fortéo teriparatide Eli Lilly Canada Inc. 1 HOSAA02 
Gadovist 1.0 gadobutrol Berlex Canada Inc. 1 VO8CA09 
Gynazole.1 butoconazole nitrate Ferring Inc. 1 GOLAF15 
Hextend hetastarch Hospira Healthcare Corporation (Canada) A BOSAA07 
Humira adalimumab Abbott Laboratories Ltd. 1 LO4AA17 
Iressa gefitinib AstraZeneca Canada Inc. 1 LO1XX31 
Lantus insulin glargine Aventis Pharma Inc. 1 A10AE04 
Levitra vardenafil hydrochloride Bayer Inc. 3 GO4BE09 
Multihance gadobenate dimeglumine Bracco Diagnostics Canada Inc. 1 VO8CA08 
Neulasta pegfilgrastim Amgen Canada Inc. 1 LO3AA13 
Pegasys RBV peginterferon alfa-2A Hoffmann-La Roche Ltd. 2 JOSAB54 
+ ribavirin 
Relpax eletriptan hydrobromide Pfizer Canada Inc. 2 NO02CC06 
Remodulin treprostinil sodium Northern Therapeutics Inc. i, BO1AC21 
Reyataz atazanavir sulfate Bristol-Myers Squibb Canada Co. 2 JOSAE 
Vfend voriconazole Pfizer Canada Inc. a J02AC03 
Viread tenofovir disoproxil fumarate Gilead Sciences Inc. 1 JOSAF07 
Zavesca miglustat Actelion Pharmaceuticals Canada Inc. 1 A16AX06 
New Active Substances Introduced prior to 20043 
Brand Name Chemical Name Company # DINs ATC Class 
Adderall XR mixed salts amphetamine Shire BioChem Inc. 3 NO6BAO1 


eee 


2 Annual Drug Submission Performance Report, January-December 2004, Therapeutic 
Products Directorate, Health Canada. 


3 This drug, which was on the market before 2004, came under the PMPRB’s jurisdic- 
tion in 2004 with the issuance of a patent. 


As shown on Table 1, on page 10, and in 
Figure 1, one of the 25 patented NASs 
that came under the PMPRB’s jurisdic- 
tion was sold prior to 2004. 


An NAS may include more than one DIN 
if it is sold in more than one strength or 
dosage form. The 25 NASs listed for 
2004 were marketed as 36 presentations 
(DINs). Figure 2 provides a breakdown 
of the patented NASs for human use, by 
category assigned for price review pur- 
poses, over the five-year period 2000 
through 2004 inclusive.4 


Summary Reports of the price reviews of 
NASs are posted on the PMPRB Web site 
when completed. 


Since last year’s Annual Report, Figures 1 
and 2 have been updated to include the 
NAS Dicetel (pinaverium bromide, 
Solvay Pharma Inc.) for the year 2000. 
The manufacturer reported this product 
to the PMPRB in March 2004 and its price 
is currently under review. 


New Patented Drug Products 
in 2004 


There were 94 new patented drug prod- 
ucts, or DINs, for human use introduced 
in 2004. Some are one or more strengths 
of an NAS and others are new presenta- 
tions of existing medicines. 


For purposes of our price review, any 
patented drug product introduced in 
Canada, or previously marketed but first 
patented, between December 1, 2003 and 
November 30, 2004, is considered a new 
patented drug product in 2004.5 


Six (6.4%) of the 94 new patented DINs 
were being sold in Canada prior to the 
issuance of a Canadian patent which 
brought them under the PMPRB’s juris- 
diction. These DINs are denoted by a 
“FPG” (first patent granted) in Annex 2 
on page 46. Table 2, on page 12, identifies 
the number of patented drug products by 
the year in which they were first sold. 
The time delay between date of first sale 
and date of patent grant for these 
products ranged from several months to 
two years. 


Figure 1 
New Active Substances, 2000-2004 


Number of NASs Patented at Time of Introduction 


M Marketed Prior to First Patent 


26 


16 14 15 
20007 2001 2002" 
R=Revised since release of PMPRB 2000 and 2002 Annual Reports 


Figure 2 
New Active Substances by Category, 2000-2004 
Number of NASs EM Not Categorized as of March 31, 2004 
Category 3 
5 HBB Category 2 


es) 
a! 


2000" 2001 20028 
R=Revised since release of PMPRB 2000 and 2002 Annual Reports 


4 For purposes of conducting introductory price reviews, the PMPRB categorizes new 
drug products as follows: 


- Category 1 - a new DIN of an existing or comparable dosage form of an existing 
medicine, usually a new strength of an existing drug (line extension). 


- Category 2 - the first drug to treat effectively a particular illness or which provides 
a substantial improvement over existing drug products, often referred to as 
“breakthrough” or “substantial improvement”. 


- Category 3 - a new drug or new dosage form of an existing medicine that provides 
moderate, little or no improvement over existing medicines. 


For complete definitions of the categories, refer to the Compendium of Guidelines, 
Policies and Procedures, Chapter 3, section 3. 


5 Because of the timing of the filing requirements under the Patented Medicines 
Regulations and the manner of calculating benchmark prices, drug products intro- 
duced or patented in December are considered to be new patented products in the 
following year. 
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Table 3 


Patented Drug Products for Human Use Sold in 2004 — 
Status of Price Review as of March 31, 2005 


Total 


Table 2 


New Patented Drug Products for Human Use 
in 2004 by Year First Sold 


Year First Sold # DINs 
2004 90 
2003 = 
2002 4 


Total 


Price Review of New Patented Drugs for 
Human Use 


A list of the 94 new patented drug products and their 
price review status as of March 31, 2005 appears in 
Annex 2 on page 46. Of the 94 new patented DINs, 
the prices of 90 had been reviewed. Initially 25 were 
priced at levels which appeared to be outside the 
Guidelines and investigations were commenced. At 
the time of this report, three investigations have been 
closed - two due to a VCU and the price of one drug 
product was found to be within the Guidelines, 
leaving 22 ongoing investigations. For a more detailed 
explanation of the criteria for commencing an investi- 
gation, please refer to Annex 1 on page 45. A total of 
68 new patented DINs introduced in 2004 were found 
to be within the Guidelines. 


Price Review of Existing Patented Drugs 
for Human Use 


For the purpose of this report, existing medicines 
include all patented drug products that were intro- 
duced prior to December 1, 2003. The PMPRB’s 
Guidelines limit the price changes for existing patented 
drugs to changes in the Consumer Price Index (CPI). 
In addition, the price of a patented drug cannot 
exceed the highest price of the same drug product in 
the countries listed in the Regulations (France, 
Germany, Italy, Sweden, Switzerland, U.K. and U.S.). 


New Drugs Total 
Introduced in 2004 


94 1087 


Existing Drugs 


Within Guidelines 68 


Under Review 


Under Investigation 


Notice of Hearing 


A total of 993 existing patented drug 
products (DINs) for human use were sold 
during 2004. There were 51 investigations 
under way at the beginning of the year 
and, during 2004, investigations were 
opened into 11 existing patented drug 
products (DINs) with prices that 
appeared to be outside the Guidelines. 
Of the total 62 investigations, 41 were 
closed leaving 21 investigations into exist- 
ing drugs ongoing at the end of the year. 


At the time of this report: 


e the prices of 913 existing DINs (92%) 
were within the Guidelines; 


e 21 DINs were the subject of investiga- 
tions commenced as a result of pricing 
in earlier periods (5 are new medicines 
introduced in 2002, 6 are new medi- 
cines introduced in 2003; the remaining 
10 are existing medicines - five are 
from 2003 and five are from 2004); 


e 4 DINs, 3 pertaining to Nicoderm and 
1 pertaining to Dovobet, were the subject 
of a hearing under section 83 (see 
Quasi-judicial Activities on page 18); and 


e 55 DINs were still under review. 


A summary of the review, compliance 
and investigation status, as of March 31, 
2005, of the new and existing patented 
drug products for human use in 2004 is 
provided in Table 3. 


Last year we reported that the PMPRB 
had focused on a number of initiatives 
internally with respect to the Timelines 
Review Project resulting in a significant 
reduction in the number of ongoing 
investigations from 67 at March 31, 2003 
to 51 as of March 31, 2004. Work continued 
on the Timelines Review Project and further 
initiatives were implemented in 2004 
(refer to page 34). The number of inves- 
tigations has been further reduced to 43 
as of March 31, 2005. 


CDR / PMPRB 


The Common Drug Review (CDR) is a sin- 
gle process for reviewing new drugs and 
providing formulary listing recommenda- 
tions to participating publicly-funded 
federal, provincial and territorial (F/P/T) 
drug benefit plans in Canada. All juris- 
dictions are participating except Quebec. 
The CDR reviews new drugs and provides 
an evidence-based formulary listing recom- 
mendation, made by the Canadian Expert 
Drug Advisory Committee (CEDAC). The 
drug plans consider the CEDAC recom- 
mendation and also their individual plan 
mandates, priorities and resources when 
making formulary listing and coverage 
decisions. More information on CDR 
and CEDAC is available from the 
Canadian Coordinating Office of Health 
Technology Assessment (CCOHTA) Web 
site (http://www.ccohta.ca). 


Table 4 provides information on CDR 
reviews and on the PMPRB price reviews. 


Table 4 


Review Status 


CDR Status* 


CEDAC Recommendation 


Adderall XR 
Avodart 
Axert 
Ciprodex 


Combigan Ophthalmic 


Evra 
Fabrazyme 
Forteo 
Gynazole.1 
Humira 
Iressa 
Neulasta 
Pegasys RBV 
Relpax 
Remodulin 
Replagal 
Reyataz 
Sensipar 
Teveten Plus 
VFend 
Viread 
Zavesca 


Under Consideration 


Aldurazyme 


Amevive 
Ebixa 
Fabrazyme / 


Resubmission Dec 2004 


Lantus 
Myfortic 
Norprolac 
Strattera 
Telzir 
Yasmin 


* Information obtained from CDR Submission Status Report as at April 15, 2005, 


CCOHTA Web site. 


PMPRB Status 


Under Review 

Within Guidelines 

Within Guidelines 

Not under PMPRB jurisdiction 
Within Guidelines 


Voluntary Compliance Undertaking 


Not under PMPRB jurisdiction 
Under Review 

Within Guidelines 

Within Guidelines 

Within Guidelines 

Under Review 

Under Review 

Within Guidelines 

Within Guidelines 

Not under PMPRB jurisdiction 
Under Review 

Not under PMPRB jurisdiction 
Within Guidelines 

Within Guidelines 

Advance Ruling Certificate 
Within Guidelines 


Not under PMPRB jurisdiction 
Within Guidelines 
Within Guidelines 
Not under PMPRB jurisdiction 


Within Guidelines 

Not under PMPRB jurisdiction 
Not under PMPRB jurisdiction 
Under Review 

Under Review 

Under Review 


© 
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Table 5 


Summary of Review Status of New Patented Medicines 
Reported to the PMPRB in 2002, 2003 and 2004 


Update of New Patented Drug Products 
reported in previous Annual Reports 


The following table provides an update as at 
March 31, 2005 of the new patented medicines, at the 
DIN level, reported in previous years’ Annual Reports. 


2002 2003 2004 


New medicines (DINs) 94 70 94 
reported in Annual Report 


Failure to file reported 
after publication of 


Annual Report 


Total DINs for year 


Under Review 


Within Guidelines 87 
Under Investigation 5 


Voluntary Compliance 
Undertaking (VCU) 


Notice of Hearing (NOH) 


NOH/VCU 


1 (Busulfex) 
1 (Tamiflu) 


1 (Dovobet) 
1 (Fasturtec) 


2 (Paxil CR) 


1 (Evra) 


Update of Existing Medicines from the 
2003 Annual Report 


In last year’s Annual Report, it was reported that of 
the 974 existing patented drug products for human 
use sold in 2003, the prices of 41 were still under 
review. The results of those reviews concluded that 
19 had been within the Guidelines; 4 DINs were 
priced at levels that appeared to exceed the 
Guidelines and therefore investigations were opened. 
Eighteen are still under review and included in the 
total figure of under review reported in Table 3, on 
Pages lz: 


In its 2003 Report, the PMPRB had also reported that 
39 DINs were under investigation. Of those, 34 inves- 
tigations have been concluded: in 28 cases the prices 
were ultimately found to be within the Guidelines; 
and for 6 cases, a Voluntary Compliance Undertaking 
was approved - Fasturtec, One-Alpha, Tamiflu, 
Starnoc, Busulfex and Prolastin. (See Voluntary 
Compliance Undertakings on page 15). 


Patented Drugs for Veterinary Use 


In September 2003, the PMPRB decided 
to implement a full complaints-driven 
approach for the regulation of patented 
veterinary drug prices. This decision was 
communicated to stakeholders in the 
PMPRB’s January 2004 NEWSletter. 
Since the Regulations do not distinguish 
between the filing requirements for 
human drug patentees and veterinary 
drug patentees, they need to be amended 
to differentiate between the filing require- 
ments of the two. Proposed amendments 
to the Regulations for consultation with 
stakeholders were published in the 
January 2005 NEWSletter. The deadline 
for stakeholders’ submissions on the pro- 
posed amendments to the Regulations 
was April 15, 2005. The Board will report 
next steps in this initiative and publish 
stakeholders’ submissions, through its 
Research Agenda. 


For the time being, the complaints-driven 
approach for regulating the prices of 
patented veterinary drugs remains in 
place. Board Staff reviews the prices of 
new patented medicines only. Existing 
medicines are subject to review only 
when a substantiated complaint has been 
received. No complaints were received 
in 2004. 


In last year’s Annual Report it was reported 
that seven DINs were under review. Five 
of those have been found to be within the 
Guidelines and the remaining two, plus 
the additional one introduced in 2003, are 
still under review. The summary reports 
of the price review of veterinary drug 
products are made available on the 
PMPRB’s Web site under Other 
Publications; Patented Medicines; Reports 
on New Patented Drugs for Veterinary Use. 


Advance Ruling 
Certificate 


An Advance Ruling Certificate (ARC) is 
non-binding and may be issued pursuant 
to subsection 98(4) of the Patent Act at 
the request of a patentee when the 
Board is satisfied that the price or proposed 
price of the medicine would not exceed 


the maximum non-excessive price under 
the PMPRBS Price Guidelines. In accor- 
dance with subsection 98(4) of the Act, 
any review conducted for the purposes 
of issuing an ARC is based on the material 
facts available at the time of the review. 


Viread, Gilead Sciences, Inc. 


On April 13, 2004, the Board chose, in 
this case, to publish a Notice and 
Comment proposing to issue an Advance 
Ruling Certificate (ARC) with respect to 
the patented medicine Viread. 


Viread is used in the treatment of HIV-1 


Having considered the submissions of CTAC, Gilead 
and Board Staff, and based on the facts available at 
the time, the Chairperson concluded that there would 
not be sufficient grounds to make an order under sec- 
tion 83 of the Act and that it was in the public interest 
to issue the ARC with respect to the proposed price of 
the medicine Viread. The PMPRB will continue to 
monitor the price of Viread to ensure that it complies 
with the Board’s Guidelines while it remains under 
the PMPRB’s jurisdiction. 


The Advance Ruling Certificate and Board Reasons 
are published on our Web site under Publications; 
Advance Ruling Certificates; Viread. Copies of 
submissions filed may be obtained from the Secretary 
of the Board. 


aay Compliance 
Undertakings 


Under the Compliance and Enforcement Policy, patentees 
are given an opportunity to submit a VCU when 
Board Staff concludes, following an investigation, that 
the price set forth by the patentee appears to have 
exceeded the PMPRB’s Price Guidelines. 
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A Voluntary Compliance Undertaking (VCU) is a written undertaking by a 
patentee to adjust its price to conform with the PMPRB's Excessive Price 


infection and has been sold in Canada by 


Gilead Sciences, Inc. since March 2004. 


Guidelines. Detailed information and definitions are available in the 


Following negotiations, Gilead and Board 
Staff agreed that Gilead would propose to 
sell Viread in Canada at an average price 
not to exceed $15.1250 per 300 mg tablet. 


Board Staff recommended that it was 
appropriate for the Board to conclude that 
it would not have sufficient grounds to 
make an order under section 83 of the 
Act with respect to Viread, taking into 
consideration the factors set out in section 
85 of the Act. 


The Board received one submission in 
response to its Notice and Comment from 
the Canadian Treatment Action Council 
(CTAC). There were no submissions from 
the Ministers of Health in the provinces and 
territories. Gilead and Board Staff filed 
written submissions in response to the 
submission from CTAC. 


Glossary Section of the Report. 


Acceptance of a VCU by the Chairperson is an alternative 
to the commencement of formal proceedings through 
the issuance of a Notice of Hearing. Under the PMPRB’s 
Compliance and Enforcement Policy, a VCU can also 
be submitted following the issuance of a Notice of 
Hearing. A VCU submitted at this point must be approved 
by the Board. 


In 2004, five VCUs were approved for the patented 
medicines: 


e One-Alpha, LEO Pharma Inc. 


e Fasturtec, Sanofi-Synthelabo 
Canada Inc. 


e Prolastin, Bayer Inc. 
e Starnoc, Servier Canada Inc. 
e Busulfex, ESP Pharma Inc. 


In February 2005, the Board also accepted a VCU sub- 
mitted for the patented medicine Evra by 
Janssen-Ortho Inc. The Chairperson accepted two 
other VCUs in March 2005, for the patented medicines 
Paxil CR, submitted by GlaxoSmithKline Inc., and 
Tamiflu, submitted by Hoffmann-La Roche Limited. 
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One-Alpha, LEO Pharma Inc. 


One-Alpha is indicated for the management of hypocalcaemia, secondary 
hyperparathyroidism and osteodystrophy in patients with chronic renal 
failure. 


On May 6, 2004, the Chairperson approved a VCU 
from LEO Pharma Inc. for the patented drug One- 
Alpha (alfacalcidol). LEO Pharma began selling 
One-Alpha in January 2001. 


Under the terms and conditions of the VCU, LEO 
Pharma reduced the average selling price of One-Alpha 
so that the average price for 2004 did not exceed the 
2004 maximum non-excessive (MNE) price of $13.3750 
per ml. To offset excess revenues received during the 
period of January 1, 2001 to December 31, 2003, LEO 
Pharma made a payment to the Government of Canada 
in the amount of $23,049.10. 


Further information concerning the VCU from LEO 
Pharma for One-Alpha was published in our 2003 
Annual Report. The VCU is also available on our Web 
site under Publications; Voluntary Compliance 
Undertakings. 


Fasturtec, Sanofi-Synthelabo Canada Inc. 


Fasturtec is indicated for the treatment and prevention of hyper- 
uricemia in paediatric and adult cancer patients. It is administered 
intravenously in a hospital setting. 


The Board concluded proceedings commenced on 
May 20, 2004, in regard to the patented medicine 
Fasturtec, by accepting a VCU by Sanofi-Synthelabo 
Canada Inc. (Sanofi). Under the terms of the VCU, 
Sanofi lowered the price of Fasturtec from $295.00 per 
vial to about $125.00 per vial, effective by July 26, 2004. 


Among other things, the VCU benefited Canadian con- 
sumers and the healthcare system by immediately 
reducing the price of Fasturtec to less than half the 
average selling price and ensures that no customer in 
Canada shall pay a price higher than the MNE price in 
the future. Under the terms of the VCU, the price is 
within the PMPRB Guidelines and will remain so while 
it is under the Board’s jurisdiction, at least until 2015. 


The terms of the VCU require that the average selling 
price for 2004 not exceed the MNE price of $124.7854. 
Furthermore, Sanofi also offset excess revenues received 
from May 21, 2002 to December 31, 2003, by providing 
rebates directly to each of its customers, 28 hospitals 
that purchased Fasturtec over this period at the higher 
price. 


In its submission, Board Staff noted that Sanofi 
intends to maintain a list price for Fasturtec which is 
substantially higher than the reduced price, despite its 
undertaking that no customer in Canada would pay a 
price higher than the reduced price. The Board initiated 
a review of this issue. Further information on the 
Board’s initiative is available under Policy and 
Research Initiatives on page 35. 


Prolastin, Bayer Inc. 


Prolastin is a drug product derived from 
human plasma. It is indicated for a rare 
genetic disorder, specifically, chronic 
replacement therapy of individuals having 


congenital deficiency of alpha 1-PI (alpha 
1-antitrypsin deficiency) with clinically 
demonstrable panacinar emphysema. 


On July 9, the Chairperson accepted a VCU 
submitted by Bayer Inc. with respect to the 
price of the patented drug Prolastin. 


The terms of the VCU required that for 
purposes of the PMPRB’s Price Guidelines, 
the MNE price of Prolastin in 2003 be 
$288.00 and the average transaction price 
of Prolastin in 2003 not exceed $288.00 
per vial. 


Bayer also undertook to sell Prolastin in 
Canada during 2004, 2005 and 2006 at a 
price that will not exceed the lower of 
(a) the $288.00 MNE price in 2003 adjusted 
for CPI increases in 2004, 2005 and 2006 
and (b) the median international prices 
in those years. In the event that Bayer 
proposes to increase the price of Prolastin 
in any succeeding year after 2006 by more 
than its CPI-adjusted price as determined 
in accordance with the methodology 
established in the Guidelines, it further 
undertook to provide written notification 
to the PMPRB and satisfactory written 
evidence in support of the rationale for 
any such price increase. In light of the 
particular circumstances of this case, the 
Chairperson accepted the VCU. The 
PMPRB reserves its right to commence an 
investigation in appropriate circum- 
stances pursuant to its Compliance and 
Enforcement Policy. 


Starnoc, Servier Canada Inc. 


Starnoc is indicated for the short-term 
treatment and symptomatic relief of 


insomnia in patients who have difficulty 
falling asleep. 


The PMPRB concluded an investigation 
into the price of the patented drug 
Starnoc, resulting in a VCU to reduce its 
price by more than 40%, and to reim- 
burse excess revenues. 


On July 15, the Chairperson accepted a 
VCU submitted by Servier Canada Inc., 
the terms of which required that for the 
purposes of the PMPRB’s Price Guidelines, 
the MNE prices of Starnoc 5 mg capsule 
in Canada for 2000 and 2004 are $0.4526 
and $0.4964, respectively while the MNE 
prices of Starnoc 10 mg capsule in Canada 
for 2000 and 2004 are $0.6816 and 
$0.7475, respectively. 


To ensure that the prices of Starnoc in 
2004 were within the Guidelines, Servier 
made a payment of $739,739.99 to the 
Government of Canada to offset excess 
revenues received during the period from 
January 1, 2004 to June 30, 2004. 


To offset the remaining excess revenues 
of $3,838,801.86, Servier will maintain 
the prices of all of its patented medicines 
at levels below the CPl-adjusted prices 
until the end of 2005. In the event that 
any excess revenues have not been offset 
by the end of December 2005, Servier has 
undertaken to make a payment to the 
Government by January 30, 2006 for such 
amount. 


The prices of Starnoc will remain under 
the PMPRB’s jurisdiction until the expiry 
of the patent in June 2007. 


Busulfex, ESP Pharma Inc. 
Busulfex is an antineoplastic agent indicated 


for use in combination with other chemo- 
therapeutic agents and/or radiotherapy 


as a conditioning regimen prior to 
hematopoietic progenitor cell transplanta- 
tion (HPCT), or bone marrow transplant. 


The PMPRB concluded an investigation 
into the price of the patented drug 
Busulfex, resulting in a price reduction of 
over 7%. 


On November 16, the Chairperson 
accepted a VCU by ESP Pharma. The 
terms of this VCU required that, for the 
purposes of complying with the PMPRB’s 
Price Guidelines, ESP lower the average 
transaction price of Busulfex to the 2004 
MNE price of $359.89 per ampoule. To 
offset excess revenues received, ESP 
made payments totaling $150,646.99 to 
the Government of Canada. 


Busulfex has been sold in Canada since April 1999. 
The patent pertaining to Busulfex was granted in July 
2002. Although Busulfex came under the PMPRB’s 
jurisdiction in July 2002, the PMPRB’s price review 
jurisdiction extends retroactively to include pre-grant 
patent infringement period, which in this instance is 
April 1999. 


The price of Busulfex will remain under the PMPRB’s 
jurisdiction until the expiry of the patent in August 2014. 


Evra, Janssen-Ortho Inc. 


Evra is a transdermal contraceptive patch indicated for the prevention 
of pregnancy in women who elect to use hormonal contraceptives. 
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On February 21, 2005, the Board concluded proceedings 
commenced on December 23, 2004, in regard to the 
patented medicine Evra by accepting a VCU by 
Janssen-Ortho Inc. Under the terms of the VCU, 
Janssen-Ortho lowered the price of Evra by approxi- 
mately 45% to $4.47 per patch. 


To offset excess revenues from past sales of Evra 
accrued from the date of first sale to June 30, 2004, 
Janssen-Ortho made a payment to the Government of 
Canada in the amount of $1,359,263.67. Finally, the 
balance of excess revenues remaining, totalling 
$1,496,019.02, for the period July 1, 2004 to 
December 31, 2004, will be offset by reducing the 
price of one of Janssen-Ortho’s patented medicines, 
Levaquin 5mg/mL and 25mg/mL as of March 1, 2005. 


In the event that the full amount of the excess rev- 
enues is not offset by December 31, 2005, 
Janssen-Ortho will offset any remaining excess 
revenues by making a further payment to the 
Government of Canada no later than January 31, 2006. 


The price of Evra will remain under the PMPRB’s 
jurisdiction until the expiry of the patent in June 2016. 


Paxil CR, GlaxoSmithKline Inc. 


Paxil CR provides a controlled-release to the alternative range of pre- 
sentations of Paxil, an anti-depressant. It is supplied in the form of 
tablets in two strengths, 12.5 mg tablet and 25 mg tablet. 


In order to comply with the PMPRB’s Price 
Guidelines, GlaxoSmithKline (GSK) undertook to 
reduce the average transaction price of Paxil CR by 
the end of the January 1 to June 30, 2005 regulatory 
filing period such that the average transaction price 
for 2005 does not exceed the 2005 MNE price of $1.5861 
for Paxil CR 12.5 mg and $1.7019 for Paxil CR 25 mg. 
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Tamiflu is a direct acting antiviral neuraminidase inhibitor. 


Nicoderm is a transdermal nicotine patch, indicated as an aid for smoking 
cessation for the partial relief of nicotine withdrawal symptoms. 


GSK offset excess revenues it received during the period 
of January 5, 2004 to December 31, 2004 by making a 
payment to the Government of Canada in the amount 
of $310,403.64. 


The price of Paxil CR will remain under the PMPRB’s 
jurisdiction until the expiry of the patent in July 2016. 


Tamiflu, Hoffmann-La Roche Limited 


In order to comply with the PMPRB’s Price 
Guidelines, Hoffmann-La Roche Limited (Roche) 
agreed that the MNE price of Tamiflu 75 mg capsule 
was $3.7695 for the period January to December 2003; 
$3.8383 for the period January to December 2004; and 
is $3.8917 for the period January to December 2005. 
Roche undertook to ensure that the average transaction 
price of Tamiflu 75 mg capsule does not exceed the 
MNE price of $3.8917 per capsule for 2005. Also, 
Roche offset excess revenues received for the reporting 
periods January 1, 2003 to December 31, 2004 by 
making a payment to the Government of Canada in 
the amount of $442,973.47. 


The price of Tamiflu will remain under the PMPRB’s 
jurisdiction until the expiry of the patent in May 2019. 


Quasiudicial Activities 


Nicoderm, Hoechst Marion Roussel 
Canada Inc. 


On April 20, 1999, the Board issued a Notice of 
Hearing to consider whether, under sections 83 and 
85 of the Patent Act, Nicoderm is being, or has been, 
sold by Hoechst Marion Roussel Canada Inc. (HMRC) 
in Canada at a price that, in the opinion of the Board, 
is excessive and if so, what order, if any, should be 
made. The matter was reported on in previous Annual 
Reports and selected issues of the NEWSletter. 


Following the issuance of the Board’s decisions in 
1999 and 2000 affirming its jurisdiction to conduct a 
hearing into the price of Nicoderm, HMRC com- 
menced two judicial review applications in the 
Federal Court of Canada seeking to set aside the 
Board’s decisions. The Federal Court heard the judicial 
review applications in this matter on May 16-17, 2005. 
Decisions are pending. 


Fasturtec, Sanofi-Synthelabo Canada Inc. 


On June 28, 2004, the Board concluded proceedings 
commenced in May in regard to the medicine 
Fasturtec by accepting a Voluntary Compliance 
Undertaking by Sanofi-Synthelabo Canada Inc. Under 
the terms of the VCU, Sanofi lowered the price of 
Fasturtec from $295.00 per vial to about $125.00 per 
vial, effective by July 26, 2004. 


Fasturtec is indicated for the treatment 
and prevention of hyperuricemia in 
paediatric and adult cancer patients. 


It is administered intravenously in a 
hospital setting. 


Details on this matter appear in the 
Voluntary Compliance Undertaking section 
of this report on page 16. 


Dovobet, LEO Pharma Inc. 


Dovobet is indicated for the topical treat- 
ment of active lesions of psoriasis vulgaris 


in adult patients. 


The Board issued a Notice of Hearing on 
November 29, 2004 in the matter of LEO 
Pharma Inc. and the price of the patent- 
ed medicine Dovobet. The purpose of 
the hearing is to determine whether, 
under sections 83 and 85 of the Patent Act, 
LEO Pharma Inc. is selling or has sold the 
medicine known as Dovobet in any market 
in Canada at a price that, in the Board’s 
Opinion, is or was excessive; and, if so, 
what order, if any, should be made. 


The Board held a pre-hearing conference 
on January 19, 2005 and three days of 
hearing in March. The Board resumes 
sitting on the merits of this case in 
September. 


Evra, Janssen-Ortho Inc. 


Evra is a transdermal contraceptive 
patch indicated for the prevention of 


pregnancy in women who elect to use 
hormonal contraceptives. 


On December 23, 2004, the Board issued 
a Notice of Hearing in the matter of 
Janssen-Ortho Inc. and the price of the 
patented medicine Evra. On February 21, 
2005, the Board approved a VCU to 
reduce the price of Evra. 


The terms of the VCU required Janssen- 
Ortho to lower the price of Evra by 45% 
to $4.47 per patch, to make a payment to 
the Government of Canada and to lower 
the price of another of its patented medi- 
cines, Levaquin, in order to offset excess 
revenues from past sales of Evra. 


Details on this matter appear in the 
Voluntary Compliance Undertaking section 
of this report on page 17. 


REPORTING INFORMATION ON KEY 
PHARMACEUTICAL TRENDS 


This section of the Annual Report has 
been re-organized and new tables and 
figures have been added. It is hoped that 
the more in-depth analysis of the key 
indices will assist the readers in better 
understanding the current context. 


Table 6 


Manufacturers’ Sales of All Drugs and Patented Drugs 
for Human and Veterinary Use, 1990-1998; and Human Use, 
1999-2004 
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the reporting mandate of the PMPRB to phos Sal itd Hero ENCEINTE a 
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pharmaceutics trends: 2003R 15 NN 157 TRUE 66.9 2 
Trends in Sales 2002 Lael 13.9 8.8 1722 67.4 
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armaceutical sales rose to $15.9 billion 
in 2004, a 5.3% increase over 2003 sales. er au sabi a6 io athe 
This rate of growth is markedly less than 1999 8.9 16.8 5.4 27.0 61.0 
the 15.2% recorded in the previous year, 1998 7.8 11.4 4.3 18.9 55:1 
and was in fact the lowest rate seen since 1997 70 7.0 217 2226 592 
1996. Table 6 gives the estimated amount 1996 6.6 10.0 30 12.8 450 
of total manufacturers’ sales of drugs in 
Canada for the years 1990 through 2004. 122 a et Be we a 
: pt 1994 59 95 2.4 -2.1 40.7 
Sales and Price: Rising levels of drug sales 
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affecting the volume and composition of 1991 4.4 18.9 20 La 43.2 
drug utilization - can produce high rates 1990 37 d 1.7 à 43.2 


of sales growth even where drug prices 


are falling on average. These include:8 Source: PMPRB and IMS Health 


R=Revised since release of PMPRB 2003 Annual Report 


- changes in total population; 


- changes in the demographic composi- 
tion of the population (e.g., movement 
in age-distribution towards older per- 
sons with more health problems); - use of innovative drug therapies to treat conditions 

where no effective treatment existed previously; 

and, 


- greater use of drug therapy rather than other treat- 
ments (e.g., instead of surgery); 


- increased incidence (within particular 
demographic groups) of health problems 
calling for drug therapy; - greater propensity on the part of physicians and 

patients (e.g., in response to new medical findings) 

to use drugs to treat conditions not previously con- 
sidered problematic. 


- changes in the prescribing habits of 
physicians (e.g., shifts away from 
older, less expensive drugs to newer, 
more expensive medications treating 
the same condition, possibly more 
effectively); 


6 Beginning with the year 1999, the calculation of manufacturers’ sales of all drugs and 
patented drugs includes the sales of drug products for human use only. 


7 Previous Annual Reports have produced statistical evidence of little change in patented 
drug prices while sales growth among patented drugs was 15% or more. 


8 Studies conducted by the PMPRB of public pharmaceutical insurance plans indicate 
that increased utilization of existing and new drugs accounts for most of the recent 
growth in expenditures. PMPRB, Provincial Drug Plan Overview Report: 
Pharmaceutical Trends, 1995/96 -1999/00, September 2001. 
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Figure 3 


The Composition of Manufacturers’ Sales: The 
PMPRB estimates total manufacturers’ sales by sum- 
ming sales of patented, non-patented brand name and 
generic drugs. For this purpose, a “patented drug” is 
any product currently subject to PMPRB price review. 
A “non-patented brand name drug” is a product sold 
by a current patentee (that is, a manufacturer currently 
selling one or more products subject to PMPRB price 
review) that is not itself currently patented (either 
because a patent is pending, all patents applicable to 
the product have expired or because the product was 
never patented). 


Patentees are required, under the Patented Medicines 
Regulations, to report their total sales of drugs in 
Canada, both patented and non-patented, to the 
PMPRB. Patentees are also required to submit detailed 
information, by product and class of purchaser, on 
their sales of currently patented drugs. This informa- 
tion allows the PMPRB to directly calculate sales of 
patented drugs for each patentee, and to infer the 
amount of each patentee’s total drug sales attributable 
to non-patented drugs. To complete its calculations, 
the PMPRB obtains estimates of generic sales by 
members of the Canadian Generic Pharmaceutical 
Association (CGPA) from IMS Health.? 


Returning to Table 6, on page 19, sales of patented 
drugs rose to $10.9 billion in 2004, an increase of 
7.9% over the corresponding 2003 value. This was 
the smallest rate of increase seen since 1994. 
Patented drugs accounted for 68.6% of total drug 
sales in 2004, slightly more than in the previous year. 
The share of patented drugs in total manufacturers’ 
sales has risen markedly since the mid-1990s, when 
patented drugs accounted for less than half of 
total sales. 


Manufacturers’ Sales of Patented and Non-Patented Drugs, 


1990-2004 
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Source: PMPRB and IMS Health 
R = Revised since release of PMPRB 2000 and 2002 Annual Reports 
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9 IMS Health, Canadian Hospital and Pharmacy Audit. 


Figure 3 provides further information on 
the composition of manufacturers’ sales. 
The decline in the relative importance of 
non-patented brand name drugs is partic- 
ularly remarkable. In 1995 non-patented 
brand name drugs accounted for nearly 
half of the total drug sales. With almost 
no growth in this component of sales, the 
non-patented brand name share has 
declined steadily since then, reaching 
18.9% in 2004. In contrast, the share of 
generic products has risen over the same 
period, standing at 10.0% in 1995 and 
12.5% in 2004. Generic sales have more 
than tripled over this period, from $0.6 billion 
to $2.0 billion. 


Why the dramatic decline in the growth of 
patented drug sales in 2004? Several lead- 
ing products went off patent in 2004, while 
other patented products have continued to 
lose market-share to non-patented com- 
petitors. Product withdrawals (mostly 
restricted to the second half of 2004) also 
contributed, albeit in a relatively small 
way, to the decline in sales growth. 


There are also longer-term factors at work 
here. Throughout the 1990s growth in sales 
of patented drugs was largely driven by a 
succession of new, high-selling “block- 
buster” products. Since the beginning of 
the current decade, the pharmaceutical 
industry has not introduced new “block- 
busters” to market in sufficient numbers 
to sustain the high rates of growth seen 
in the 1990s. Products introduced since 
2000 have contributed much less in the 
way of additional sales than did the new 
products of the late 1990s, both in 
absolute terms and relative to the sales 
base (which, in the case of patented 
drugs, is now more than twice what it 
was in 1999). Slowing of the growth of 
patented medicine sales was masked in 
the first few years of this decade by the 
still-growing sales of “blockbuster” prod- 
ucts introduced in the late 1990s. 


Sales by Therapeutic Class: For pur- 
poses of price review, the PMPRB classifies 
drugs using the World Health Organi- 
zation’s (WHO) Anatomical Therapeutic 
Chemical (ATC) classification system. 
This is a hierarchical system that classifies 
drugs according to their principle thera- 
peutic uses and chemical composition. 
At its highest level, Level I, the ATC system 
classifies drugs according to the aspect of 
human anatomy with which they are 
principally associated. 


Table 7 breaks out the manufacturers’ 
sales of patented drugs in Canada in 2004 
by major therapeutic class, defined by 
the set of Level I ATC classes.10 The table 
lists the 2004 sales for each class, the 
share of overall sales this represents and 
the rate of increase/decrease in sales rela- 
tive to 2003 sales. The last column in 
this table gives the ratio of each class’ 
sales increase to the overall increase in 
sales of patented drugs, that is, each 
class’ “contribution” to the increase in 
overall sales. The values in this column 
thus indicate which classes were the pri- 
mary drivers of overall sales growth. In 
2004 these primary drivers included: 


— antineoplastics and immunomodulating 
agents (accounting for 27.2% of the 
increase in overall sales of patented 
drugs); 


- drugs related to the cardiovascular sys- 
tem, such as lipid-reducing agents and 
drugs treating hypertension (22.8%); 


- drugs related to blood and blood forming 
organs (12.7%); and 


- general antiinfectives and antiparasitic 
products (8.1%). 


These four classes accounted for almost 
three quarters of the growth in manufac- 
turers’ sales between 2003 and 2004. 
Cardiovascular drugs have been a leading 
driver of sales growth for many years. 
The leading contribution of antineoplastics 
and immunomodulating agents (for the 
most part drugs used in chemotherapy) is 
unprecedented. Note as well that several 
therapeutic classes that have emerged as 
major drivers in past years, such as drugs 
related to the alimentary tract and metab- 
olism, the nervous system and the 
respiratory system, contributed little to 
sales growth in 2004. 


Table 7 


Manufacturers’ Sales of Patented Drugs by Major Therapeutic 


Class, 2004 


ATC Sales 
Main Group 
$M 
A: Alimentary 1383.2 
tract and 
Metabolism 


B: Blood and Blood 706.3 
Forming Organs 
C: Cardiovascular 2726.9 


System 

D: Dermatologicals 90.5 

G: Genito-urinary 344.6 
System and 
Sex Hormones 

H: Systemic 85.1 
Hormonal 
Preparations, 

Excluding Sex 
Hormones 

J: General 1147.2 
Antiinfectives for 
Systemic use; and 

P: Antiparasitic 
Products! 

L: Antineoplastics 1052.7 
and Immuno- 
modulating Agents 

M: Musculo- 764.3 

skeletal System 


N: Nervous System 1771.0 


R: Respiratory 679.2 
System 

S: Sensory Organs 123.9 

V: Various 36.0 

Total 10911.0 


Source: PMPRB 


Share of 
Total 


% 


ae 


6.5 
25.0 
0.83 


Den 


0.78 


10.5 


9.6 


7.0 


16.2 
6.2 


1.14 
0135 
100.0* 


Growth from Contribution 


2003 to 2004 to Total 
Expenditure 
Growth 
$M % % 
26.4 1.9 53 
101.7 16.8 1257 
es} Al 722) 22.8 
NSA 202 1.9 
28.9 9.2 3.6 
CHOSE -0.6 
64.7 6.0 8.1 
DGS EO) YEP 
60.6 8.6 720 
36.3 DA 4.5 
61.3 9.9 VE of 
"6" 103 as 
=i3 -3.5 -0.2 


800.0 7.9 100.0* 


* The percentage may not equal 100 due to rounding. 


from shares obtained for patented drugs. 


10 It should be noted that shares of sales by ATC group for all drugs in Canada may differ 


11 These groups have been combined for reasons of confidentiality. 
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Figure 4 
Annual Rates of Change, PMPI, 1988-2004 


Percentage 


1988 1989 1990 199 


Source: PMPRB 


Figure 5 
Year-over-Year Changes in the PMPI and CPI, 1988-2004 


Percentage 


6- 


1988 1989 1990 199] 


Source: PMPRB 


Price Trends 


The PMPRB maintains the Patented Medicine Price 
Index (PMPI) to monitor trends in prices of patented 
drugs. The PMPI measures average year-over-year 
changes in the ex-factory prices of patented drug 
products sold in Canada. It is updated annually using 
price and sales information reported by patentees. !2 


Figure 4 provides year-over-year changes in the PMPI 
for the years 1988 through 2004. As measured by the 
PMPI, manufacturers’ prices of patented drugs fell on 
average by 0.2% in 2004. This result continues a pattern 
of declines and near-negligible increases that began in 
1993. As in previous years, the price stability 
observed in 2004 was broadly based, with a majority 
of patented drug prices exhibiting little or no change. 


1992 1993 1994 1995 1996 1997 1998 1999 2000 2001 2002 2003 2004 


1992 1993 1994 1995 1996 1997 1998 1999 2000 2001 


2002 2003 2004 


Comparison of PMPI and CPI: The 
Patent Act provides that, among other 
factors, the PMPRB shall consider 
changes in the Consumer Price Index 
(CPI) in determining whether the price of 
a patented drug is excessive. Figure 5 
plots year-over-year rates of change in 
the PMPI against corresponding changes 
in the CPI. General price inflation, as 
measured by the CPI, has exceeded the 
average increase in patented drug prices 
almost every year since 1988.13 This 
occurred again in 2004, with CPI-inflation 
exceeding the rate of PMPI change by 
approximately 2.1%14, although the 
PMPI-CPI gap narrowed considerably 
between 2003 and 2004. 


12 See the PMPRB’s A description of the Laspeyres 
methodology used to construct the Patented 
Medicine Price Index (PMPI), March 1997, 
revised June 2000, for a detailed explanation of 
the PMPI. The PMPI measures the overall 
change in the prices of existing patented drug 
products, and is constructed by taking a sales- 
weighted average of rates of price change at the 
level of individual products. It is not designed 
to measure the effects of changes in the quantities 
of drugs consumed or substitution among drugs 
(for example, the use of newer drugs in place of 
older, possibly less costly drugs) on sales. As of 
the 1999 Annual Report, the PMPI encompasses 
prices of patented drugs for human use only. 


13 1992 is the only year in which the PMPI rose at a 
faster rate than the CPI. To facilitate and encour- 
age compliance by patentees, the PMPRB’s CPI- 
adjusted methodology uses the forecast rate of 
CPI inflation published by the Department of 
Finance. The forecast CPI inflation rate for 1992 
had been 3.2%, but the actual rate was 1.5%. 
For a full explanation of the CPl-adjusted 
methodology, please refer to Schedule 4 of the 
PMPRB’s Compendium of Guidelines, Policies 
and Procedures. 


14 Statistics Canada, CANSIM, Series V735319. For 
2004 as a whole, consumers paid an average of 
1.9% more than they did in 2003 for the goods 
and services included in the CPI basket. This 
was a smaller increase than the 2.8% annual 
average rise measured in 2003. According to 
Statistics Canada the main contributors to this 
slowdown were automotive vehicle insurance 
premiums, natural gas, cigarettes, computer 
equipment and supplies and purchase and leasing 
of automotive vehicles. 


That the PMPI has consistently risen less 
rapidly than the CPI is not surprising. 
The PMPRB’s Guidelines require price 
increases over any three-year period to be 
no greater than CPI-inflation. In addition, 
they impose a cap on year-over-year price 
increases equal to one-and-one half times 
the rate of CPl-inflation for the year in 
question. These requirements, applied to 
patented drugs product-by-product, have 
the effect of establishing CPl-inflation 
as an upper bound on increases in the 
PMPI. Furthermore, movements in the 
PMPI have never attained this limit 
because some manufacturers either do not 
raise their prices by the full amount 
permitted under the PMPRB’s Guidelines 
or reduce their prices. 


Figure 6 provides information on the extent 
to which manufacturers have taken the 
increases permitted under PMPRB 
Guidelines. In 2004, 52% of patented drug 
prices rose by between zero and the 
allowable maximum, compared to only 
38% in 2001. Restricting the analysis to 
the 200 highest-selling drugs in 2004, 
66% of patented drugs took price 
increases within the allowable maxi- 
mum, compared to only 41% in 2001. 


Figure 7 provides information on the dis- 
tribution of price increases. In 2004, 
48% of patented drug prices rose by 1% 
while 52% rose between 1% and 3.3%. 
Restricting the analysis to the 200 highest- 
selling drugs, 42% of patented drug 
prices rose by 1% while 58% rose 
between 1% and 3.3%. The Guidelines 
provide that one year price increases cannot 
exceed 1.5 times the forecast change in 
CPI. For 2004, the maximum allowable 
price increase was 3.3%. 


Price Change by Therapeutic Class: 
Table 8, on page 24, provides average 
rates of price change among patented 
drugs at the level of major therapeutic 
classes. The results in this table were 
obtained by applying the PMPI method- 
ology to data on prices among all 
patented drugs within a given class. The 
table lists each class’ share of overall 
patented drug sales, as well as average 
rate of price change specific to the class. 
The last column multiplies each class’ 
average rate of price change by its share 
of overall sales: the resulting value equals 
the group’s “contribution” to the change 
in the overall PMPI (as depicted in 
Figure 7). The values in this column thus 
indicate which classes were the primary 
drivers of the overall price change in the 
entire set of patented drugs. 


Figure 6 


Proportion of Patented Drugs showing Price Increases, 
up to the Allowable Maximum, 2001-2004 


Percentage 


10 


2001 


Source: PMPRB 


HIEUTTO a 


Distribution of Price Increases for Patented Drugs in 2004 


Percentage 


ie EM up to 1% 


50 between 1% and 2% 


Source: PMPRB 


The results of Table 8 illustrate the inadvisability of 
relying too heavily on a single, comprehensive measure 
of price change. It is clear that several leading thera- 
peutic classes saw price increases between 2003 and 
2004, despite the drop in the PMPI. It is also clear 
that the single largest influence on the PMPI was 
the decline of prices among drugs related to the 
alimentary tract and metabolism (ATC Class A). The 
contribution of this one class more than offset the 
contributions of all others: without the price changes 
observed in Class A, the PMPI would have risen by 
some 0.7%. 


48 
. EM between 2% and 3.3% 
28 a 29 
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All 
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Table 8 


Decomposition of 2004 PMPI Change by Major Therapeutic 
Group 


ATC Class Share % Change Contribution 
of Total in PMPI: to PMPI 
(%) 2003-2004 Change 

A: Alimentary tract 127 -7.3 -0.93 
and Metabolism 

B: Blood and Blood 035 -0.3 -0.02 
Forming Organs 

C: Cardiovascular System 25:0 0.9 0:23 

D: Dermatologicals 0.83 -0.5 0.00 

G: Genito-urinary System D 2 1.6 0.05 
and Sex Hormones 

H: Systemic Hormonal 0.78 -1.6 -0.01 
Preparations, Excluding 
Sex Hormones 

J: General Antiinfectives 10.5 1.3 0.14 
for Systemic use; and 

P: Antiparasitic Products!5 

L: Antineoplastics and 2.6 del 0.11 
Immunomodulating Agents 

M: Musculo-skeletal System 7.0 1.4 0.10 

N: Nervous System 16.2 0.7 0.11 

R: Respiratory System 6.2 0.9 0.06 

S: Sensory Organs 1.14 132 0.01 

V: Various 0:33 0.004 0.00 

Sum of All Therapeutic Classes 100.0* -0.2 


Source: PMPRB 


* The percentage may not equal 100 due to rounding. 


Throughout 2004, the PMPRB had been advised of a 
number of reported price increases for patented 
drugs. Due to the number of price increases reported 
in 2004, the PMPRB initiated a consultation with 
stakeholders on the issue of price increases for patented 
medicines. A dialogue with stakeholders on this issue 
began with the publication of the PMPRB discussion 
paper on March 8, 2005. Further analysis on the issue 
of price increases for patented medicines will be con- 
ducted in 2005. The PMPRB will continue to report 
on this policy review through its Research Agenda. 


———— 


15 
16 


1% 


These groups have been combined for reasons of confidentiality. 


The methodology used by the PMPRB in conducting foreign price comparisons can 
be found in the Compendium of Guidelines, Policies and Procedures and in two papers 
published in 2002 entitled Foreign Price Trends for Patented Medicines and 
Verification of Foreign Patented Drug Prices. 


The PMPRB performs all currency conversions for a given period using a simple average 
of spot exchange rates recorded in the preceding 36 months. This approach has a 
smoothing effect, limiting the influence of transitory exchange rate adjustments on 
Canadian-to-foreign price comparisons. It also has the property of phasing-in the 
effects of long-term exchange rate movements. Because of this, a long-term appreci- 
ation or depreciation of the Canadian dollar may continue to produce adjustments in 
Canadian-to-foreign price ratios up to three years after the exchange rate shift has 
taken place. 


Comparison of Canadian 
Prices to Foreign Prices 


In accordance with the Patent Act and the 
Patented Medicines Regulations, patentees 
must report all publicly available ex-factory 
prices of patented drugs in seven foreign 
countries: France, Germany, Italy, Sweden, 
Switzerland, the U.K. and the U.S. The 
PMPRB uses this foreign price informa- 
tion to: 


- conduct the International Price 
Comparison (IPC) tests specified in the 
Guidelines; and, 


- compare drug prices in Canada with 
other countries. 


Figure 8, on page 25, shows the average 
ratio of Canadian prices to the median of 
prices among the seven comparator 
countries (the “median international 
price”) over the years 1987 through 
2004.16 Canadian prices were on average 
23% higher than the median interna- 
tional price in 1987. The average ratio 
declined to 0.93 in 1995, remaining at 
levels 5% to 12% below parity from 1995 
to 2001. After rising to 1.01 in 2002, the 
average ratio is again well below parity: 
in 2004 the average ratio was 0.91. 


The ratios presented in Figure 8 are 
sales-weighted averages of the ratio of 
the Canadian price to the median 
international price for each patented drug 
product for which patentees have reported 
one or more foreign prices. A key step in 
its calculation is the conversion of foreign 
prices in local currencies to their 
Canadian-dollar equivalents.17 Year-to-year 
changes in the average ratio can thus 
reflect: 


- trends in Canadian prices; 
- trends in international prices; 
- exchange rate movements; 


- changes in the set of drug products 
covered (as new patented drugs are 
introduced to Canada and older drugs 
go off patent); and 


- shifts in revenue shares among drug 
products. 


Sensitivity analysis indicates that 
exchange rate movements - in particular, 
an appreciation of the Swedish kroner 
against the Canadian dollar!8 - account 
for roughly three-quarters of the decline 
in the average ratio between 2003 and 
2004. Rising foreign prices and shifts in 
sales-weights account for the remainder. 
Movements in Canadian prices con- 
tributed almost nothing to the average 
ratio’s decline. 


Figure 9 shows the relationship between 
Canadian prices for patented drug products 
and prices in each of the seven comparator 
countries. In 1987 Canadian prices were, 
on average below U.S. prices, but above 
those in all other countries. By the mid- 
1990s the situation had changed 
dramatically, with Canadian prices in the 
mid-range of the six European countries. 
This situation continued in 2004, with 
Canadian prices of patented drugs being on 
average somewhat less than those in 
Sweden, Germany, the U.K. and Switzerland, 
but greater than prices in France and 
Italy. As in previous years, U.S. prices19 
appear to be substantially higher than 
prices in both Europe and Canada. The 
gap is widening. 


Figure 8 


Average Ratio of Canadian Prices to Median International Prices, 
Patented Drugs, 1987-2004 


Ratio 
14 - 


23 
3 1.17 
. 113 114 
1.08 LIL 1.06 
0.99 1.01 
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Source: PMPRB 


Figure 9 


Average Foreign to Canadian Price Ratios, Patented Drug Products, 
1987, 1997 and 2004 

Ratio 
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Germany 


18 The kroner has a great deal of leverage in this regard, because Swedish prices often 
emerge as median international prices. The same is true of the euro, being the cur- 
rency in which French, Italian and German prices are reported. Movements of the 
U.S. dollar, in contrast, have little impact on the average ratio, since U.S. prices tend 
to be at the upper end of the international price distribution and hence are seldom 
median international prices. 


19 The pharmaceutical industry in the U.S. has argued that the publicly available prices 
in that country do not reflect actual prices because of confidential discounts and 
rebates. Effective January 2000, and following public consultation, the PMPRB 
began including prices listed in the U.S. Federal Supply Schedule (FSS) in calculating 
the average U.S. price of patented drugs. The FSS prices are negotiated between 
manufacturers and the U.S. Department of Veterans’ Affairs. They are typically less 
than other publicly available U.S. prices reported to the PMPRB by manufacturers. 
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F Figure 10 Utilization of Patented 
Year-over-Year Changes in the PMQI, 1988-2004 Drugs 

Percentage In the context of pharmaceuticals, the 
25 - concept of “utilization” normally refers 


to the physical quantities of drugs sold or 
consumed. The price and sales data used 
to calculate the PMPI also allow the 


20.6 21.2 
17.8 

15 - 14.8 jrs 4 =e PMPRB to examine trends in the utiliza- 
Bs tion of patented drugs in Canada. The 
nd PMPRB maintains the Patented Medicine 
3 ~ 28 oe Quantity Index (PMQI) for this purpose.20 
55 Figure 10 displays average rates of utiliza- 
CRE 32 tion growth, as measured by the PMQI, 
a | se over the years 1988 through 2004. These 
0 results confirm that growth in the utiliza- 


tion of patented drugs has been the 


1988 1989 1990 1991 1992 1993 1994 1995 1996 1997 1998 1999 2000 2001 2002 2003 2004 
Source: PMPRB 


PMPRB / 2004 


‘a primary source of rising sales, with rates 
of utilization growth roughly tracking 
— — | rates of sales growth in recent years. This 
Table 9 pattern continued in 2004: utilization of 
~ patented drugs grew by 8.7%, the lowest 

Soe En of 2004 PMQI Change by Major Therapeutic Den de D 
Utilization Growth by Class: Table 9 
ATC Main Share of  % Change Contribution provides average rates of utilization 
Group Total (%) in PMQI: to PMQI growth among patented drugs at the level 
2003-2004 Change of major therapeutic classes. The results 
| in this table were obtained by applying 
A: Alimentary tract 12.7 7.6 0.97 the PMQI methodology to data on physical 
and Metabolism quantity sold for all patented drugs within 
B: Blood and Blood 6.5 12.6 0.82 a given class. The table lists each class’ 
Forming Organs share of overall patented drug sales, as 
C: Cardiovascular System 25.0 9.0 205 well as average rate of utilization growth 
D: Dermatologicals 0.83 18.6 0.15 specific to the class. The last column 
: ; ; itil; à = 
SPORT ATEN D es de multiplies each class’ average rate of uti 


lization growth by its share of overall 


ture sales: the resulting value equals the 


H: Systemic ae 0.78 -0.3 0.00 group’s “contribution” to the change in 
pein ae CORRE the overall PMQI. The values in this col- 
‘ umn thus indicate which classes were the 
J: General UES SN 10.5 12.2 0.00 primary drivers of the overall utilization 
for Systemic use; and growth in the entire set of patented 
P: Antiparasitic Products?! drugs. These primary drivers included: 
L: ne Len AE 9.6 22.8 1.28 - drugs related to the cardiovascular sys- 
8 8 tem (accounting for 2.25% of the 
M: Musculo-skeletal System 7.0 Sal 2419 overall increase in the PMQI); 
N: N Syst 16.2 =D: f 
See Alara es gee - drugs related to the musculo-skeletal 
R: Respiratory System 6.2 157% -0.13 system (2.19%): and 
S: Sensory Organs 1.14 8.4 0.85 : : ; : 
- ee — antineoplastics and immunomodulating 
V: Various 0.33 23.1 0.10 agents (1.28%). 
Sum of All Therapeutic Classes 100.0* 8.7 
Source: PMPRB 


* The percentage may not equal 100 due to rounding. 


20 Like the PMPI, the PMQI is calculated using a chained Laspeyres index formula, with 
ratios of physical quantities in successive periods replacing the price ratios of the 
PMPI. Here again, the aggregate value of the index is obtained as a revenue-weighted 
average of ratios at the level of individual products. Since the PMQI covers only 
patented drugs it should not be taken to represent utilization trends in the overall 
pharmaceutical market. 


21 These groups have been combined for reasons of confidentiality. 


Manufacturing Trends 


in Canada eee 

Year-over-Year Changes in Shipments and Employment in 
The global drug industry is dominated by Pharmaceutical Manufacturing Sector in Canada, 1991-2003 
a number of large multinational enter- Percentage 
prises based in several countries. Most of Pe 


: : Changes in Shipments 
these companies have Canadian sub- 


sidiaries which, along with a few 
Canadian-based manufacturers, account 
for the manufacture, sale and distribution 
of drugs in Canada. 


ma Changes in Employment 
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According to Statistics Canada, ship- 
ments by Canadian drug manufacturers 
amounted to $7.8 billion in 2003 accounting 
for 1.4% of total shipments in the manu- 
facturing sector. Exports account for about : 
$3.4 billion of these shipments, implying 1991 1992 1993 1994 1995 1996 1997 1998 1999 2000 2001 2002 2003 
that Canadian plants supplied only about DOLCE SLE Cece 

$4.4 billion of the $15.1 billion in total 

drug sales the PMPRB estimates for 2003. 

The import share becomes higher with : 

the calculation restricted to brand name Figure 12 : 

products (since most generic drugs sold Year-over-Year Changes in IPPI (Pharma), 1984-2004 
in Canada are produced domestically) .22 Percentage 

It employed 29,312 persons, accounting 10 - 

for 1.5% of total employment in 
manufacturing.23 Figure 11 provides 
year-over-year rates of change in total 
shipments and employment in drug man- 
ufacturing. So far in this decade, growth 
of both production and employment in 
drug manufacturing has exceeded growth 
in the overall manufacturing sector by a 
considerable margin. 


Tt 
© 
o 
al 
= 
a 
cc 
a. 
= 
a 


It is of interest in this context to examine 
recent trends in the prices at which 
Canadian-manufactured drug products 
sell. Statistics Canada’s IPPI (Pharma) is : 
designed for this purpose.24 Figure 12 1984 1985 1986 1887 1988 1989 1990 1991 1992 1993 1994 1995 1996 1997 1998 1999 2000 2001 2002 2003 2004 
plots year-over-year rates of change in 
the IPPI (Pharma) for the years 1984 
through 2004. By and large, the prices 
included by the IPPI (Pharma) have not 
kept pace with overall price inflation in 
Canada. Rate of increase in the IPPI 
(Pharma) declined steadily between 1984 
and 1993. The index remained virtually 
unchanged from 1993 to 2001. The index 
rose by 0.7% in 2004. 


Source: Statistics Canada 


22 Considering the dominant role of imports as a source of drug supplies, as well as the 
role of exports and generics in Canadian drug manufacturing, the PMPRB will no 
longer use the IPPI (Pharma) as an indicator of the prices at which brand name drugs 
are sold to Canadians. 


23 Statistics Canada, CANSIM, Series V768221 and V768217 


24 Statistics Canada, CANSIM, Series V1576093. More exactly, the IPPI (Pharma) tracks 
the ex-factory prices of drugs produced in Canada. By design, the IPPI (Pharma) and 
the PMPI are very different indicators. Drugs produced for export are included in the 
calculation of the IPPI (Pharma), whereas drugs imported into Canada do not figure 
in its calculation. The PMPI is designed to measure trends in ex factory prices of 
patented drugs, most of which are manufactured abroad. The IPPI (Pharma), on the 
other hand, is arguably dominated by the ex-factory prices of Canadian-produced 
generic products. 
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International Distribution of Drug Sales, 2004 


Canada, 2.9% 


Others, 8.3% 


U.S., 50.2% 
Japan, 16.6% 


UK., 4.5% 


Italy, 4.1% 


France, 6.1% 


Germany, 7.2% 
Source: IMS Health 


| Figure 13 | 
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Figure 14 
Share of Drug Sales, Canada, 2001-2004 
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Annual Rate of Change, Drug Sales, Canada and Major Markets, 
2000-2004 


Percentage 
18 — 
LE 16 16 Canada* 
15 ———— Major Markets** 
= 
D - 12 
il il 
10 - 
9 
8 
ja 8 
= 6 
fa 
2- 
2000 2001 2002 2003 2004 
Source: IMS Health 
* Due to difference in definitions and statistical methodology, IMS estimates of sales growth may differ 
from values reported by the PMPRB. 
** Please refer to footnote 25. 


The Global Context 


IMS Health regularly reports on manufac- 
turers’ sales to the retail sector across a 
wide range of countries. It reports that in 
2004 such sales amounted to $452.3 billion 
across major markets.25 Figure 13 shows 
how this amount was distributed among 
these markets. Drug sales in Canada 
accounted for 2.9% of total major-market 
sales. The U.S. market is by far the 
largest in the world, with drug sales 
exceeding the combined sales of Canada, 
France, Germany, Italy, Japan and the U.K. 


Figure 14 shows Canada’s share of major- 
market sales for each of the years 2001 
through 2004. This share has risen 
steadily since 2001, reflecting the fact 
that sales growth in Canada has consis- 
tently outpaced sales growth in other 
major markets. 


As shown in Figure 15, this pattern con- 
tinued in 2004, where year-over-year 
sales growth in Canada (9%)26 was half- 
again as great as growth in other major 
markets (6%). 


SSS se ee 


25 IMS Health’s Retail Drug Monitor, December 
2004 (www.imshealth.com). IMS Health’s 
Retail Drug Monitor covers direct and indirect 
pharmacy (purchases that are direct from the 
manufacturing company, or indirect through a 
wholesaler) channel purchases from whole- 
salers and manufacturers in 13 key countries. 
Sales figures are at ex-manufacturer prices and 
include all prescription and certain over-the- 
counter data. Figures include sales from the 
hospital sector in Japan and mail order in the 
U.S. These 13 countries account for over two 
thirds of the world market. The 13 countries 
include Argentina, Australia, Brazil, Canada, 
France, Germany, Italy, Japan, Mexico, New 
Zealand, Spain, the U.K. and the U.S. 


26 This growth rate is not the same as PMPRB 
reported growth rate (Table 6, on page 19) 
because IMS Health’s Retail Drug Monitor data 
covers only sales to pharmacies. 


Figure 16, which gives sales growth for 
individual major markets, shows that 
while Canadian sales growth was roughly 
in line with that observed in the U.S., it 
was far greater than that seen in France, 
German and Italy. 


Figure 16 
Growth in Pharmaceutical Sales, 2004/2003 


Percentage 
10 — 


\o 


Canada* Major Markets France i Italy 


Source: IMS Health 
* Adjusted for movements of national currency against the U.S. dollar. 


A useful way to compare drug costs inter- 
nationally is to ask how much of a 
country’s national income is absorbed by 
pharmaceutical expenditures27 by its 
residents. To that end, Figure 17 gives 
drug expenditures as a share of Gross 
Domestic Product (GDP) in Canada and 
seven other countries for 2002. The figure 
shows that drug expenditures absorbed 
between 1.2% and 2.0% of GDP in these 
eight countries. Canada’s expenditure- 
to-GDP ratio, at 1.6%, was in the middle 
of this range, greater than ratios prevailing 
in Sweden, Switzerland and the U.K., but 
somewhat less than those in France, U.S. 
and Italy. 


The share of national income absorbed by 
pharmaceutical expenditures has increased 
appreciably in most developed countries 
over the last decade. Table 10 shows that 
between 1998 and 2002, with the possible 
exception of Sweden (i.e. 29.3% pharma 
expenditure growth versus 22.9% GDP 
growth), pharmaceutical expenditures 
grew much more rapidly than GDP in each 
of the countries represented in Figure 17. 
The U.S. provides the most striking case in 
this respect: here pharmaceutical expendi- 
tures grew at nearly three times the rate of 
national income (i.e. 76.8% pharma expen- 
diture growth versus 26.7% GDP growth). 
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Figure 17 
Pharma Expenditure as a Share of GDP, 2002 


Percentage 


25 


Canada France Germany Italy Sweden Switzerland 
Source: OECD 
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Table 10 


Pharmaceutical Expenditures as a Share of GDP, 2002 


2002 Pharma 1998 Pharma Pharma GDP 
Expenditure Expenditure Expenditure growth 
as a share as a share Growth from 1998 
of GDP (%) of GDP (%) from 1998 to 2002 (%) 
to 2002 (%) 


27 The OECD defines “pharmaceutical expendi- 
ture” as “total expenditure on pharmaceutical 


and other medical non-durables.” This com- Canada 1.59 1.39 44.50 26.80 
prises “medical preparations, branded and France 2.01 1272 27.05 17.50 
generic medicines, drugs, patent medicines, 

serums, and vaccines, vitamins and minerals Germany 1.58 1.42 22.18 9.80 
and oral contraceptives.” It also includes non- Italy 1.90 167 2351 17.70 
pharmaceutical items such as toothpaste and 

condoms. The statistics reported encompass Sweden 1.20 14 29.32 22.90 
expenditure by both private and public sectors. Switzerland tas 1.05 24.41 1320 
Pharmaceutical expenditure may or may not 

include the value of drugs dispensed in UK. 1.21 1.10 32.33 21.30 
hospitals, depending on the country. LS) 1.87 12 76.83 26.70 


In reporting results for Canada, the OECD uses 
estimates of the Canadian Institute for Health 
Information (CIHI) for pharmaceutical expendi- 
ture. CIHI’s estimates do not include the value 
of drugs dispensed by hospitals. 


Source: OECD 
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National Prescription Drug 
Utilization Information System 


The National Prescription Drug Utilization Information 
System (NPDUIS) provides critical analyses of price, 
utilization and cost trends so that Canada’s health 
system has more comprehensive, accurate information 
on how prescription drugs are being used and on 
sources of cost increases. The Canadian Institute for 
Health Information (CIHI) and the PMPRB are partners 
in the NPDUIS. A steering committee comprising rep- 
resentatives of public drug plans and Health Canada 
advises CIHI and the PMPRB on the development of 
the NPDUIS databases and analysis. 


The NPDUIS initiative involves two major elements: 


e development and implementation of a prescription 
claims level drug database capable of incorporating 
program data from publicly-funded drug plans; and 


* production of analytical reports relying on informa- 
tion in this database. 


CIHI is responsible for the first of these elements, 
while as per the request of the Minister of Health, the 
PMPRB is principally responsible for the second. 


In September 2004 First Ministers came together and 
agreed on a 10-year plan to make health care more 
responsive and sustainable. Among other things, they 
agreed that no Canadian should suffer undue financial 
hardship in accessing needed drug therapies. To this 
end, they directed Health Ministers to establish a 
Ministerial Task Force (Task Force) to develop and 
implement the national pharmaceuticals strategy 
(NPS) and report on progress by June 30, 2006. The 
strategy will cover a number of initiatives. Of particular 
relevance to the NPDUIS will be work under the NPS 
to enhance analysis of cost drivers and cost-effective- 
ness, including best practices in drug plan policies. 


The NPS work on enhanced analysis of cost-drivers and 
cost-effectiveness is an opportunity for the PMPRB to 
provide more critical analysis of price, utilization, cost 
trends and other necessary analysis relevant to deci- 
sion-makers through the NPDUIS. The challenge, 
however, will be to determine what additional analytical 
work in the area of pharmaceuticals through the 
NPDUIS could best contribute to the NPS. 


eS 


28 As published in the Regulatory Impact Assessment Statement (RIAS) of the Patented 
Medicines Regulations, 1988, published in the Canada Gazette Pare Vol 122; 
No. 20 - SOR/DORS/88-474. 


To better align NPDUIS analysis with the 
needs of public policy decision-makers 
and address the challenges and opportu- 
nities that the NPS presents, the NPDUIS 
Steering Committee has planned to conduct 
a needs assessment of information and 
analysis needs with respect to pharma- 
ceutical management and utilization. 
The purpose of the needs assessment is 
to determine what information stake- 
holders require to make informed 
decisions about strategic pharmaceutical 
management issues. The needs assess- 
ment will provide the basis for 
priority-setting for NPDUIS initiatives 
and will assist in determining whether 
further work is needed to refine or devel- 
op workable strategies in information-shy 
areas. Depending on the results, NPDUIS 
projects may be refined, or new ones 
added. NPDUIS projects are reported 
through the PMPRB Research Agenda, 
available on our Web site under 
Publications. 


For current information on the involve- 
ment of the PMPRB and CIHI in 
NPDUIS, please visit their respective 
Web sites - at www.pmprb-cepmb.gc.ca 
and www.cihi.ca/drugs. 


Analysis of Research- 
and-Development (R&D) 
Expenditures 


With the adoption of the 1987 amend- 
ments to the Patent Act (Act), Canada’s 
Research Based Pharmaceutical Companies 
(Rx&D) made a public commitment that 
brand name manufacturers would 
increase their annual research-and-devel- 
opment (R&D) expenditure to 10% of 
sales revenue by 1996.28 


Under the Act, the PMPRB monitors and 
reports on R&D spending, but has no reg- 
ulatory authority over the amount or type 
of research spending by patentees. This 
chapter provides key statistics on the cur- 
rent state of pharmaceutical research 
investment in Canada. 


Data Sources 


The results presented here were derived 
from data patentees have submitted to the 
PMPRB. The Act requires each patentee 
to report its revenue from sales of drugs 
(including revenue from sales of non- 
patented drugs and from licensing 
agreements) and R&D expenditure in 
Canada related to medicines. Companies 
without sales of patented medicines need 
not report on R&D expenditure and, as 
new patents are granted and others 
expire, the set of companies required to 
file R&D data changes from year to year. 


The Patented Medicines Regulations 
(Regulations) require that the R&D data 
submitted to the PMPRB be accompanied 
by a certificate stating that the submitted 
information is “true and correct”. The 
Board does not audit submissions, but it 
does review submitted data for anomalies 
and inconsistencies, seeking corrections 
or clarifications from patentees where 
these are detected. To confirm that Board 
Staff has correctly interpreted submitted 
data, each patentee is given the opportu- 
nity to review and confirm the accuracy 
of its own R&D-to-sales ratio before pub- 
lication of this report. 


For 2004 a total of 84 companies selling 
human and veterinary drug products 
filed reports on their R&D expenditure. 
Of these, 37 were members of Rx&D. 


Failure to File 


In its 2003 Annual Report, the PMPRB 
reported that it was investigating the fail- 
ure of Draxis Health Inc. to report 
information showing its expenditures on 
pharmaceutical R&D. This matter has 
now been concluded with the reporting 
of R&D expenditure information by 
Draxis Health Inc. for 2003. 


Sales Revenue 


For reporting purposes, sales revenue is defined to 
include all revenue from Canadian sales of medicines29 
and from licensing agreements. 


As shown in Table 11, on page 32, patentees reported 
total sales revenue of $14.2 billion from Canadian 
sales of drugs in 2004, up 4% over 2003. Less than 
1% of reported sales revenue was generated by 
licensing agreements. Sales revenue reported by 
Rx&D members totalled $11.8 billion, accounting for 
83.1% of the total. 


R&D Expenditure 


Pursuant to Section 6 of the Patented Medicines 
Regulations, patentees are required to report R&D 
expenditure that would have been eligible for an 
Investment Tax Credit for scientific research and 
experimental development under the provisions of the 
Income Tax Act in effect on December 1, 1987. By this 
definition, R&D expenditure may include current 
expenditure, capital equipment costs and allowable 
depreciation expenses. Market research, sales promo- 
tions, quality control or routine testing of materials, 
devices or products and routine data collection are 
among the types of expenditure not eligible for an 
Investment Tax Credit, and are not to be included in 
patentees’ filings. 


As shown in Table 11, total 2004 R&D expenditure 
reported by patentees was $1,170.0 million, 2.0% less 
than in 2003. Rx&D members reported R&D expendi- 
ture of $1,008.3 million in 2004, accounting for 86.2% 
of all reported expenditure. 


29 Sales of drugs for both human and veterinary use are included for the purpose of this 


section of the report. 
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Table 11 j 
Total R&D Expenditure and R&D-to-Sales Ratios of Reporting Companies, 1988-2004 


Year Companies Total R&D Change Total Sales Change  R&D-to-Sales Ratio 
Reporting Expenditure! from Revenue2 from All Rx&D 


($M) Previous ($M) 
Year (%) 


2004 84 1170.0 -2.0 14168.3 
20035 83 1194.3 -0.4 13631.1 
2002 HS, 11987 130 12081.2 
2001 74 1060.1 1276 10732.1 
2000 79 941.8 55 9309.6 
1999 78 894.6 12.0 8315.5 
1998 74 19829 10.2 6975.2 
1997 75 7252] ; 6288.4 
1996 72 665.3 ; 5857.4 
1995 71 625.5 5330.2 
1994 75 561.1 4957.4 
1995 70 503-9 4747.6 
1992. 71 412.4 ‘ 4164.4 
1991 65 376.4 3894.8 
1990 65 3055 3298.8 
1989 66 244.8 2930 
1988 66 16572 2718.0 


Source: PMPRB 


Previous Patentees3 Patentees4 
Year (%) (%) (%) 


4.0 GAS, 8.5 
12.8 8.8 91 
1235 Dee 10.0 
i533 Dre) 10.6 
20 10.1 10.6 
1972 10.8 irs 
10.9 ies 1272 

7.4 1h25 12:59 

99 11.4 128 

(ss M7 1225 

LEZ 11.6 
10.6 10.7 
2.9 9.8 
9.7 9.6 
Ce pg 
8.2 8.1 
6.1 6.5 


1 Total R&D expenditure includes Scientific Research and Development expenses - both capital and non-capital — 
which qualify for an investment tax credit as set out in the Income Tax Act and Income Tax Reguiations as they 


read on December 1, 1987. 


Total sales revenue includes sales of patented and non-patented drugs for both human and veterinary use. 


The R&D-to-sales ratios presented in this table include research expenditure funded by government grants. If the 
government-funded component is excluded, the ratios for all patentees and for the members of Rx&D in 2004 are 


8.2% and 8.5%, respectively. 


In the past, Rx&D has reported that its members have achieved a higher R&D-to-sales ratio than reported by the 
PMPRB. Recall, however, that the Patent Act requires only companies with active Canadian patents pertaining to 
a medicine sold in Canada to report on R&D expenditure. This means that some Rx&D members do not report 
their R&D expenditure - for example, biotechnology companies engaged in research but without sales of a patent- 


ed product in Canada. 
5 Revised since release of PMPRB 2003 Annual Report. 


R&D-to-Sales Ratios 


The ratio of R&D expenditure to sales revenue for the 
patented pharmaceutical industry was 8.3% in 2004. 
The ratio for members of Rx&D was 8.5%, down from 
9.1% in the previous year. 


Figure 18, on page 33, shows that R&D-to-sales ratios for 
all patentees and for Rx&D members have declined in 
recent years, after rising from 1988 to the mid-1990s. 
Whether taken over all patentees or restricted to Rx&D 
members, R&D-to-sales ratios in 2004 were the lowest 
seen since 1989. 


Table 13 in Annex 3, on page 49, provides 
details on the range of R&D-to-sales 
ratios. Of the 84 companies reporting in 
2004, 66 had R&D-to-sales ratios of 10% 
or less in 2004. These companies accounted 
for 68.7% of total sales revenue. 


Table 14 in Annex 3, starting on page 49, 
lists all reporting patentees and their 
R&D-to-sales ratios. 


Current Expenditure by Type 
of Expenditure 


Current R&D expenditure30 was 
$1,124.2 million in 2004, accounting for 
96.1% of total R&D expenditure. Capital 
equipment costs and allowable deprecia- 
tion expenses made up 2.4% and 1.5% 
of total R&D expenditure, respectively. 


Current Expenditure by Type of 
Research 


Table 15 in Annex 3, on page 52, gives 
the allocation of 2004 current expendi- 
ture on basic research, applied and other 
qualifying R&D. Basic research is defined 
as work that advances scientific knowl- 
edge without a specific application in 
view. Patentees reported spending 
$221.7 million on basic research, repre- 
senting 19.7% of current R&D 
expenditure. As shown in Figure 19, 
spending on basic research increased by 
23% in 2004 relative to the previous year. 


Applied research is directed toward some 
specific practical application, comprising 
research intended to improve in manufac- 
turing processes, pre-clinical trials and 
clinical trials. Patentees reported spending 
$658.3 million on applied research, repre- 
senting 58.3% of current R&D expenditure. 
Clinical trials accounted for 76.2% of 
applied research expenditure. 


Other qualifying research (includes drug 
regulation submissions, bioavailability 
studies and Phase IV clinical trials) 
accounted for the remaining 21.7% of 
current expenditure in 2004. 


Current Expenditure by 
R&D Performer and by Source 
of Funds 


Patentees report expenditure on research 
they conduct themselves (intramural) 
and research performed by other estab- 
lishments, such as universities, hospitals 
and other manufacturers (extramural). 
Table 16 in Annex 3, on page 53, shows 
that slightly more than one-half (55%) of 
expenditure was intramural. Research 
performed by other companies on behalf 
of patentees rose to 20.9% of current 
R&D expenditure in 2004, while the com- 
bined share of universities and hospitals 
was 13.2%. 


In 2004, as in previous years, patentees 
funded almost all R&D expenditure with 
internal company funds. (Refer to Table 17 
in Annex 3, on page 53, for further details.) 


Figure 18 
R&D-to-Sales Ratio, Pharmaceutical Patentees, 1988-2004 


Percentage 
“ae All Patentees 


Rx&D Patentees 


1988 1989 1990 1991 1992 1993 1994 1995 1996 1997 1998 1999 2000 2001 2002 
Source: PMPRB 


Figure 19 
Current R&D Expenditure by Type of Research, 1988-2004 
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Current R&D Expenditure by Location 


Tables 18 and 19 in Annex 3, on pages 53 and 54, 
show the current R&D expenditure by province. R&D 
expenditure increased in all parts of Canada except 
Ontario in 2004. As in previous years, expenditure 
was heavily concentrated in Ontario and Québec, 
these provinces accounting for 88.5% of total expen- 
diture. 


30 Current R&D expenditure consists of non-capital expenses directly related to 
research, including (a) wages and salaries, (b) direct material, (c) contractors and 
sub-contractors, (d) other direct costs such as factory overhead, (e) payments to 
designated institutions, (f) payments to granting councils and (g) payments to other 
organizations. These elements are described in more detail in the Patentees Guide 
to Reporting - Form 3, available from the PMPRB Web site under the heading 
Legislation, Regulations and Guidelines. 
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POLICY AND RESEARCH INITIATIVES 


Research Agenda 


The PMPRB’s Research Agenda is developed each 
year as part of our annual planning process. It out- 
lines current or upcoming projects which we are 
working on or will be undertaken in the near future. 
Initiatives that are currently, or may become, subject 
to public consultation are also indicated in the 
Research Agenda. 


The National Prescription Drug Utilization Information 
System (NPDUIS), a partnership between the 
Canadian Institute for Health Information (CIHI) and 
the PMPRB, was launched in 2002. Under this initiative, 
the PMPRB has undertaken a number of research 
studies related to the utilization and management of 
pharmaceutical products. The NPDUIS research projects 
are reflected in the Research Agenda. 


In addition, recent consultations on proposed amend- 
ments to the Patented Medicines Regulations and price 
increases for patented medicines are reflected in our 
Research Agenda. 


Updates to the Research Agenda are published 
quarterly in the PMPRB’s NEWSletter. 


Timelines 


In its second report to the Board in November 2000, 
the former Working Group on Price Review Issues3! 
recommended the establishment of milestones and 
time frames for the price review process. Building on 
this recommendation, on the complex questions 
raised by new drugs that require expert review, on the 
novel submissions of patentees and on their requests 
for additional opportunities to provide more evidence 
and make further submissions, the PMPRB initiated a 
Timelines Review project. 


In our 2003 Annual Report, we reported on the inter- 
nal initiatives undertaken in preparation for further 
changes and future public consultation on the 
Timelines Review project. In addition to continuing 
with the implementation of these initiatives in 2004, 
we made further enhancements. Among others, we 
have published the schedule of meetings of the 
Human Drug Advisory Panel (HDAP) for 2005 and 
established deadlines for receipt of patentees’ submis- 
sions for the HDAP’s consideration. These steps were 


eee =n 


31 The Working Group on Price Review Issues was established in 1998 following the 
PMPRB’s release of its Road Map for the Next Decade. Composed of 12 members rep- 
resenting the PMPRB’s stakeholder groups, the Working Group’s mandate was to 
review, analyze and report on three issues: the use of the U.S. Department of 
Veterans Affairs formulary prices in the international price comparison; the price 
review process for new patented drug products; and category 3 drug prices. The 
Working Group completed its work in October 2002. The Working Group’s reports 
and other relevant materials are available on the PMPRB Web site under Working 
Group on Price Review Issues. 


introduced to make the scientific review 
process more transparent and to increase 
its efficiency. 


One area that was identified as having an 
impact on the timeliness of the price 
review process is the information that is 
filed by a patentee; in particular, the 
information required to begin the scien- 
tific review process. As part of the 
January 2005 NEWSletter, the PMPRB 
published a Notice and Comment on pro- 
posed amendments to the Patented 
Medicines Regulations. One of these 
amendments would require a patentee to 
file a product monograph. Comments on 
this and on other proposed amendments 
were to be forwarded to the Secretary of 
the Board no later than April 15, 2005. 
After having considered the submissions 
received, the Board will report next 
steps in this initiative and publish 
stakeholders’ submissions, through its 
Research Agenda. 


The next steps in the Timelines Review 
project involve developing timeframes for 
the stages of the review process and con- 
sulting with industry and other 
stakeholders. 


We will report further to our stakeholders 
on this matter as the project evolves 
through articles in the NEWSletter and 
on our Web site. 


Regulatory Amendments 
— Public Consultation 


In its January 2005 NEWSletter, the Board 
called on stakeholders to participate in its 
consultation on proposed amendments to 
the Patented Medicines Regulations, 1994 
(Regulations). Patentees’ filing require- 
ments with respect to the PMPRB are set 
out in the Regulations. The Regulations 
specify the information that patentees 
must file to the PMPRB in accordance 
with their obligations under the Patent 
Act, and the timeframes for doing so. 


Since they were initially promulgated in 
1988, the most substantive amendments 
to the Regulations occurred in 1994. The 
primary reason for the 1994 amendments 
was to bring the Regulations up to date 
with the latest version of the Patent Act. 


A decade later, the Regulations need to 
be modernized in some areas to better 
reflect the information needs of the 
PMPRB to carry out its responsibilities 
under the Patent Act. The primary reasons 
for proposing amendments to the 
Regulations at this time are to support 
and improve the timeliness of the 
PMPRB’s price reviews and to differentiate 
between proposed new filing require- 
ments of patented drugs for human use 
and patented drugs for veterinary use. 


The deadline for stakeholders’ submissions 
on the proposed amendments to the 
Regulations was April 15, 2005. The Board 
will report next steps in this initiative 
and publish stakeholders’ submissions, 
through its Research Agenda. 


Price Increases for 
Patented Medicines: 
Public Consultation 


In 2004, the PMPRB received information 
such as trade notices and reports from 
stakeholders, indicating that manufacturers 
of a significant number of patented medi- 
cines had informed customers of proposed 
price increases. While price increases in 
line with changes in the Consumer Price 
Index (CPI) are permitted under the 
PMPRB Price Guidelines, the number of 
reports of price increases raise questions. 


Over the past decade, Canada has been 
able to achieve a level of price stability 
for patented medicines due to govern- 
ment policies such as the regulation 
activities of the PMPRB and the cost-con- 
tainment strategies of public drug plans. 
The recent reports of price increases raise 
the question of whether Canada is on the 
verge of experiencing a change in pricing 
of patented medicines, bringing the past 
decade of price stability to an end. And, 
at the same time as these proposed 
increases were slated to occur in Canada, 
other countries were placing further limits 
on pharmaceutical prices. 


In response to the reports of price increases, the 
PMPRB announced in November 2004 that it would 
review its Guidelines for price increases of patented 
medicines.32 As a first step, the PMPRB began a dia- 
logue with stakeholders on this issue through the 
release of a discussion paper on March 8, 2005. It 
explores the evolution of the Guidelines for price 
increases of patented medicines, highlights historical 
price trends and asks a series of questions on the 
issue of price increases for stakeholders to comment on. 


The Board is considering the submissions it received 
from stakeholders at the close of the Notice and 
Comment period on May 9, 2005. We will report on 
next steps and updates on this project in an 
upcoming issue of the NEWSletter, and through our 
Research Agenda. 


Two-Price System Project 


Following the Board’s acceptance of a Voluntary 
Compliance Undertaking (VCU) regarding the patented 
medicine Fasturtec, the PMPRB undertook to conduct 
a policy review into the practice of manufacturers of 
patented drugs maintaining high list prices that are 
not reflective of the average selling price in Canada. 


In June 2004, the PMPRB concluded proceedings in 
the matter of Fasturtec by accepting a VCU from 
Sanofi-Synthelabo Canada Inc. (Sanofi). The VCU 
called for a significant decrease in the price of 
Fasturtec to $125 per vial, from $295. However, 
Sanofi indicated in its submission that it intended to 
maintain a high list price for Fasturtec, despite under- 
taking that no customer in Canada will pay more than 
the new reduced price. (The VCU and communiqué 
are available on our Web site under Publications; 
Voluntary Compliance Undertakings.) 


Since this is a new issue for the PMPRB, Board Staff 
recommended to the Board that it initiate a review 
into the issue of publication of a high list price that is 
not reflective of the average selling price in Canada. 


Related to this matter, questions about maintaining a 
two-price system have also been brought to the attention 
of the PMPRB in recent months through a few informal 
inquiries. No formal proposals have been made. 


At a preliminary level, there may be some concerns 
with respect to consumer protection. The Board 
remains concerned that a two-price system may reduce 
transparency in patented drug prices in Canada. 


We will be reporting as needed on this project 
through the PMPRB’s Research Agenda. 


The Research Agenda is available on the PMPRB Web site under 
Publications. 


page 35 


t 
© 
[=] 
a 
x 
m 
cc 
a. 
= 
a 


32 See The Future of Price Controls - Maintaining the Balance, by Dr. Robert G. Elgie, 
PMPRB Chairperson, in a speech to PHARMAC 2004, available on the PMPRB Web 
site under Publications; Speeches; Speech Series 2004. 
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Communications 


The PMPRB Communications Program provides a 
management framework on all important aspects of 
the PMPRB’s strategy and practices. It is an essential 
managerial and information service used in the decision- 
making and reporting processes. 


The Communications Program includes the development 
and maintenance of our communications policies, 
plans and activities. The Secretariat manages the 
Communications Program, is responsible for responding 
to public enquiries and is accountable for the man- 
agement, direction, development and dissemination 
of all communications activities, including media 
relations. It also participates in the collective man- 
agement of the PMPRB activities. 


We strive to foster a strong Communications plan. 
We continually cultivate an educational component to 
raise awareness and understanding of the mandate, 
role and jurisdiction of the Board. 


In 2004, we remained committed to offering effective 
communications tools by promoting partnership for 
action between stakeholders and consumers through 
innovative modes of communication. We launched 
an enhanced Web site that is user-friendly and 
interactive. Among the site’s new features is the 
opportunity to subscribe to our mailing list to receive 
paper or electronic copies of our publications. We 
also improved the site with a Frequently Asked 
Questions function that became quite popular with 
inquisitive visitors. The site’s layout and presentation 
have been re-designed in order to ensure easier navi- 
gation to better meet the needs of Internet surfers. 


Transparency, integrity and accessibility continue to be 
the central elements of our Communications Program. 


GOVERNANCE 


The Board consists of not more than five 
members who serve on a part-time basis, 
appointed by the Governor-in-Council, 
including a Chairperson and Vice- 
Chairperson. The Chairperson is 
designated under the Patent Act as the 
Chief Executive Officer of the PMPRB 
with the authority and responsibility to 
supervise and direct its work. The 
Executive Director manages the work of 
the Staff. Senior Staff consists of the 
Executive Director, the Director of 
Compliance and Enforcement, the 
Director of Policy and Economic Analysis, 
the Director of Corporate Services, the 
Secretary of the Board and Senior Counsel. 


Dr. Robert G. Elgie, Chairperson of the PMPRB since 
1995, completed a ten-year mandate on March 7, 2005. 
Réal Sureau, Vice-Chairperson, has been assuming 
the functions of Chairperson of the PMPRB since 
March 8, 2005 and will ensure continuity until a 
permanent Chair is appointed. Mr. Sureau’s ten-year 
mandate at the PMPRB ends in October 2005. 


Dr. Brien Benoit was appointed to the Board on 
May 19, 2005 for a five-year term. Anthony Boardman 
completed a five-year mandate as Board Member in 
January 2004. He was reappointed for another five- 
year term on March 11, 2005. Ingrid Sketris completed 
her mandate as Board Member in May 2004. 


Wayne Critchley, who has served the PMPRB over the 
last 15 years as Executive Director has retired and left 
the task in the capable hands of Barbara Ouellet, for- 
merly Director of the Quality Care, Technology and 
Pharmaceuticals Division in the Health Policy Branch 
at Health Canada. 


Members of the Board and Senior Staff, May 2005 


Members 


Thomas (Tim) Armstrong 
Brien Benoit 
Anthony Boardman 


prenne = - + - == = == 


Chairperson 


Vice-Chairperson 


Réal Sureau 
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Secretary of the 


Senior Counsel 


Martine Richard 


Acting Director of 
Policy and 
Economic Analysis 


Paul De Civita 


Executive Director 


Barbara Ouellet 


Director of 
Compliance and 
Enforcement 


Ginette Tognet 


Board 


Sylvie Dupont 


Director of 
Corporate Services 


Robert Sauvé 
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Members’ Biographies 


Chairperson: Robert G. Elgie 
GM. EBS MD. FRA.CS: (Cy) Re. thor) 


Dr. Elgie was appointed Member and Chairperson 
of the Board in March 1995 and re-appointed in 
March 2000 to March 2005. Dr. Elgie completed his 
mandate with the PMPRB on March 7, 2005. 


Dr. Elgie, a lawyer and neurosurgeon, Fellow of the 
Royal College of Surgeons (Neurosurgery), was the 
founder and first Director of Dalhousie University’s 
Health Law Institute from 1991 to 1996. He was also 
the part-time Chair of the Workers’ Compensation 
Board of Nova Scotia from 1992 to 1996. Dr. Elgie has 
taught at the Medical Schools of Queen’s University 
and the University of Toronto, and has held several 
positions with the Scarborough General Hospital, 
including Chief of Medical Staff. In 1977, he was elected 
to the Ontario Legislative Assembly and subsequently 
served in several Cabinet positions. He resigned from 
the Ontario Legislature in September 1985 to become 
Chair of the Workers’ Compensation Board of Ontario 
where he served until 1991. In October 2000, 
Dr. Elgie was appointed to the Ontario Press Council. 


In May 2001, Dr. Elgie was awarded an honorary 
degree by Dalhousie University: Doctor of Laws, hon- 
oris causa, in recognition of his outstanding personal 
achievements. In January 2003, Dr. Elgie was 
appointed Member of the Order of Canada. 


Vice Chairperson : Réal Sureau, F.C.A. 


Mr. Sureau was appointed Member and Vice- 
Chairperson of the Board in October 1995 and 
re-appointed in October 2000 to October 2005. 
Mr. Sureau assumed the functions of Chairperson of 
the PMPRB on March 8, 2005. 


He is a graduate of accountancy courses at Queen’s 
University and McGill University and became a char- 
tered accountant in 1963. 


From 1957 until 1973 Mr. Sureau practiced public 
accounting and auditing in a regional firm. He then 
became Vice-President, Finance of Forex Inc. engaged 
in sawmill activities from 1973 to 1982. He subse- 
quently moved as chief financial officer of the Canam 
Manac Group Inc., a North American leader in the 
manufacturing of steel trusses and semi-trailers until 
1992. He then pursued his career as a business con- 
sultant and a corporate director. 


Mr. Sureau was a director and member of several 
committees of the Québec Order of Chartered 
Accountants for which he served as Chairperson in 
1995-1996. He was granted an honorary Fellowship 
in 1986. 


Mr. Sureau is President of Sureau 
Management Limited. Since 1982, he has 
served on several boards of directors of 
reporting issuers and other private organ- 
izations, including Gaz Métro Inc. where 
he sits as a director, member of the com- 
mittee on pension funds, and chairs their 
audit committee since 1995. 


Members: 


Thomas (Tim) Armstrong 
Gi. CeCe. 


Mr. Armstrong was appointed Member of 
the Board on October 3, 2002 to October 
2007. 


A lawyer, Mr. Armstrong has had a long 
career as a provincial public servant. He 
served as Chair of the Ontario Labour 
Relations Board (1974-1976), Deputy 
Minister of Labour (1976-1986), Agent 
General for Ontario in Tokyo (1986- 
1990), and Deputy Minister of Industry, 
Trade and Technology (1991-1992). He 
was advisor to the Premier of Ontario on 
Economic Development from 1992 to 
1995. He has been Chief Representative 
for Canada to the Japan Bank for 
International Cooperation since 1996 and 
also serves as arbitrator and mediator in 
alternative dispute resolutions (ADR), 
specializing in labour relations. 


Mr. Armstrong was awarded the Order of 
Ontario in 1995 in recognition of his con- 
tribution to public service in Ontario. 


Brien G. Benoit 
MD. .E RG SUIG) BAGS: 


Dr. Benoit was appointed Member of the 
PMPRB in May 2005 to May 2010. 


A Neurosurgeon, Dr. Benoit is on the 
Active Attending Staff of the Ottawa 
Hospital. Dr. Benoit is also Professor of 
Neurosurgery at the University of Ottawa. 
Throughout his career Dr. Benoit has held 
several administrative positions among 
which Chief of Staff of the Ottawa Civic 
Hospital, from 1996 to 1998; Program 
Director, Neurosurgery at the University 
of Ottawa, from 1995 to 2003; Chair of 
Neurosurgery at the University of Ottawa, 
from 1997 to 2003; and Deputy Surgeon- 
in-Chief at the Ottawa Hospital (Civic 
Campus), from 2002 to 2004. Dr. Benoit 
was also Chair of the Operating Room 
Committee at the Ottawa Hospital (Civic 
Campus), from 1993 to 2004. 


Dr. Benoit has published extensively in 
leading academic journals. He has received 
several awards, including Best Surgical 
Teacher from the Department of Surgery of 
the University of Ottawa in 1991 and 2000. 


In addition to being Fellow of the Royal 
College of Surgeons (Neurosurgery), 
Dr. Benoit is member of several profes- 
sional associations including the Canadian 
Medical Association, the Ontario Medical 
Association, the Royal College of 
Physicians and Surgeons of Canada, and 
the American College of Surgeons, to 
name a few. 


Anthony Boardman, B.A., Ph.D. 


Dr. Boardman was appointed Member of 
the Board in January 1999 to January 2004. 
He was appointed for a second term in 
March 2005 to March 2010. 


Dr. Boardman is the Van Dusen Professor 
of Business Administration in the Strategy 
and Business Economics Division of the 
Sauder School of Business at the 
University of British Columbia (UBC). He 
graduated from the University of Kent at 
Canterbury, England, (B.A., 1970) and 
Carnegie-Mellon University (Ph.D., 1975). 
Prior to taking up his position at UBC he 
was a professor at the Wharton School, 
University of Pennsylvania. 


Dr. Boardman’s current research interests 
include public-private partnerships, cost- 
benefit analysis and strategic management. 
Dr. Boardman has been a consultant to 
many private and public organizations 
including Vodafone, Stora Enzo, 
PricewaterhouseCoopers, the Treasury of 
New Zealand and all levels of govern- 
ment in Canada. He has taught executive 
programs throughout the world, and has 
won a number of teaching awards, 
including the Alan Blizzard award. 


During his career, Dr. Boardman has pub- 
lished many articles in leading academic 
journals. Currently, he is working on the 
third edition of Cost-Benefit Analysis: 
Concepts and Practice, which is published 
by Prentice Hall. 


Ingrid S. Sketris 
BSc(Phm), Pharm.D., MPA(HSA) 


Dr. Sketris was appointed Member of the 
Board in May 1999 to May 2004. 


Dr. Sketris is a Professor at the College of 
Pharmacy and School of Health Services 
Administration and a Professor of the 
Department of Community Health and 
Epidemiology, Dalhousie University. She 
is a consultant to the pharmacy depart- 


ment of the Queen Elizabeth II Health Sciences 
Centre, Halifax. Since 2000, Dr. Sketris holds a Chair 
in health services and nursing from the Canadian 
Health Services Research Foundation/Canadian 
Institutes of Health Research (cosponsored by the 
Nova Scotia Health Research Foundation). 


She is a graduate of the University of Toronto 
(BSc(Phm), 1977), University of Minnesota 
(Pharm.D,1979), University of Tennessee Center for 
the Health Sciences (Residency in Clinical Toxicology/ 
Pharmacy Practice, 1980) and Dalhousie University 
(MPA(HSA) 1989). 


Dr. Sketris is a fellow of the Canadian Society of 
Hospital Pharmacists and the American College of 
Clinical Pharmacy. She was a member of the scientific 
advisory panel of the Canadian Coordinating Office 
for Health Technology Assessment (CCOHTA) from 
1996-1998. Dr. Sketris’ research interests include 
examining the impact of changes in Pharmacare policy 
and the use of drugs and health services particularly 
related to the population of Nova Scotia. 


Dr. Sketris currently sits as the PMPRB representative 
on a committee of the Canadian Institute for Health 
Information (CIHI) examining the use of the 
Anatomical Therapeutic Chemical (ATC) Classification 
System and Defined Daily Dose (DDD) for analytical 
purposes. 


Dr. Sketris has numerous publications in the area of 
transplantation therapeutics and pharmacoepidemiology. 


Budget 


The PMPRB operated with a budget of $5,417,000 in 
2004-2005 and an approved staff level of 44 employees. 
The budget included $424,000 for the Therapeutic 
Access Strategy33 (TAS) initiative and $832,000 for the 
National Prescription Drug Utilization Information 
System (NPDUIS)34 project. 


Table* 12 


Financial Performance 


Actual Spending Forecast Spending 


2003-2004 2004-2005 
($ thousands) ($ thousands) 
Total PMPRB 429075 5,417.0 
Full Time Equivalents 38.0 44.0 


Additional information on the PMPRB budget is avail- 
able on our Web site under Reports to Parliament. 


33 The Therapeutic Access Strategy is a Health Canada initiative aimed at helping 
Canadians maintain and improve their health by ensuring that human drugs and 
other therapeutic products are safe, of high quality, therapeutically effective, appro- 
priately used and accessible in a timely and cost-effective fashion. The PMPRB 
received funding through the TAS for its timelines initiative. For more information 
on this initiative, see page 34. 


34 For more information on the National Prescription Drug Utilization Information 
System (NPDUIS), see page 30. 
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PUBLICATIONS 


We inform our stakeholders regularly through our while other publications are released in 
publications. Our Annual Report and the NEWSletter response to program and corporate 
are published at regular intervals throughout the year requirements. 


Publications / Release Date 
January 2004 - March 2005 


Advance Ruling Certificate 
- Viread / October 
Annual Report / June 
CPI-Adjustment Factors / April 
Hearings 
- Nicoderm - Hoechst Marion Roussel Canada Inc. / April 1999 (ongoing) 
- Fasturtec, Sanofi-Synthelabo Canada Inc. / May (complete) 
- Dovobet, LEO Pharma Inc. / November (ongoing) 
- Evra, Janssen-Ortho Inc. / December (complete) 
NEWSletter / Quarterly 
Notice and Comment 


- Schedule 7 of the Compendium of Guidelines, Policies and 
Procedures - Comparable Dosage Forms, NEWSletter / January 


- Proposed Amendments to the Patented Medicines Regulations - NEWSletter / January 2005 
- Price Increases for Patented Medicines - NEWSletter (article) / March 2005 
Patented Medicines 
- Reported to the PMPRB in 2004 (including the review status for each drug) / Monthly 
- Reports on New Patented Drugs: 
e Aerius / June 
¢ Alphagan / September 
e Avodart / October 
¢ Bextra / March 
e BLES / June 
¢ Bondronat / April 2005 
+ Cetrotide / January 2005 
¢ Crestor / January 
¢ Ebixa / January 2005 
¢ Ezetrol / September 
e Fasturtec / August 
¢ Gadovist / January 2005 
Research Agendas / January 
Speech Series 
- Patented Medicines and Pricing Issues: Latest Trends and Developments / March 
- Pharmaceutical Price Controls in Canada / May 
- The Future of Price Controls - Maintaining the Balance / November 
- Drug Prices in Canada and the U.S.: More Than Meets the Eye? / January 2005 
- Introductory Remarks to the Standing Committee on Health - on Main Estimates / April 2005 
Voluntary Compliance Undertakings 
-One-Alpha, LEO Pharma Inc. / May 
- Fasturtec, Sanofi-Synthelabo Canada Inc. / June 
- Prolastin, Bayer Inc. / July 
- Starnoc, Servier Canada / July 
- Busulfex, EPS Pharma Inc./ November 
- Evra, Janssen-Ortho Inc. / February 2005 
- Paxil CR, GlaxoSmithKline Inc. / March 2005 
- Tamiflu, Hoffmann-La Roche Limited / March 2005 
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Gynazole / January 2005 
Hectorol / September 
Infergen / September 
Iressa / October 

Kineret / September 
Lantus / February 2005 
Pegasys / June 

Valcyte / July 

Viread / January 2005 
Xatral / May 

Xigris / January 

Zavesca / January 2005 


ee eee 


35 The Research Agenda is published in the NEWSletter and posted on our Web site 
under Publications; Research Agenda. 


GLOSSARY 


This glossary is included for the con- 
venience of the reader. For more 
detailed information and definitions 
please refer to the Patent Act, the 
Patented Medicines Regulations, the 
PMPRB Compendium of Guidelines, 
Policies and Procedures and the Food 
and Drugs Regulations, or contact the 
PMPRB. 


Active Ingredient: 


Chemical or biological substance respon- 
sible for the claimed pharmacologic 
effect of a drug product. (Ingrédient actif) 


Advance Ruling Certificate (ARC): 


A non-binding certificate may be issued 
pursuant to subsection 98(4) of the 
Patent Act at the request of a patentee 
when the Board is satisfied that the price 
or proposed price of the medicine would 
not exceed the maximum non-excessive 
price under the Board’s Guidelines. 
(Certificat de décision préalable) 


ATC: 


Anatomical Therapeutic Chemical [ATC] 
classification system, developed and 
maintained by the World Health 
Organization (WHO) Collaborating Centre 
for Drug Statistics Methodology, divides 
drugs into different groups according to 
their site of action and therapeutic and 
chemical characteristics. This system is 
used by the PMPRB as a guide for selecting 
comparable medicines for purposes of 
price review. (ATC) 


Dedication of Patent: 


A practice whereby a patentee notifies 
the Commissioner of Patents that it has 
surrendered its rights and entitlements 
flowing from the patent for the benefit of 
the public to use and enjoy. (Cession 
d’un brevet) 


NB: As of January 30, 1995, the Board 
does not recognize dedication of patent 
as a means to remove the medicine from 
its jurisdiction. (See PMPRB Bulletin 17, 


page 3.) 


Drug Identification Number (DIN): 


A registration number that the Health Protection 
Branch of Health Canada assigns to each prescription 
and non-prescription drug product marketed under 
the Food and Drugs Regulations. The DIN is assigned 
using information in the following areas: manufacturer 
of the product; active ingredient(s); strength of active 
ingredient(s); pharmaceutical dosage form; brand/trade 
name; and route of administration. (Numéro d’identi- 
fication de drogue) 


Drug Product: 


A particular presentation of a medicine characterized 
by its pharmaceutical dosage form and the strength of 
the active ingredient(s). (Produit médicamenteux) 


Drug Product, Existing: 


An existing drug product is a DIN for which a bench- 
mark price has been established in accordance with 
the Board’s Guidelines. (See Chapter 1, subsection 3.3 
of the Compendium of Guidelines, Policies and 
Procedures.) (Produit médicamenteux existant) 


Drug Product, New: 


A new drug product is one for which the introductory 
price is under review. Patented drug products are con- 
sidered new in the year during which they are first 
introduced on the market in Canada or the year they 
receive their first patent(s) if previously marketed. For 
price review purposes, new drug products for a given 
year are those introduced between December 1, of the 
previous year and November 30, of the reporting year. 
Because of the filing requirements under the Patented 
Medicines Regulations and the manner of calculating 
benchmark prices, drug products introduced in 
December are considered to have been introduced in 
the following year. (See Chapter 1, subsection 3.2 of 
the Compendium of Guidelines, Policies and 
Procedures.) (Produit médicamenteux nouveau) 


Emergency Drug Release (EDR) Program: 


See Special Access Program. 


Generic Product: 


A drug product with the same active ingredient, 
strength and dosage form of a brand name drug product. 
(Produit générique) 


Investigational New Drug (IND): 


A drug that has been authorized for clinical evaluation 
(i.e. testing on humans) by Health Canada but that is 
not yet approved for sale for the indication under 
study. (Drogue de recherche) 
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Licence, Compulsory: 


Referred to in subsection 79(1) of the Patent Act, 
means a licence granted by the Commissioner of Patents, 
before December 20, 1991, in accordance with sub- 
section 39(4) of the Patent Act, R.S., 1985, c. P-4 that 
has been continued pursuant to subsection 11(1) of 
the Patent Act Amendment Act, 1992 which permits 
the licencee to import, make, use or sell a patented 
invention pertaining to a medicine. Royalties payable 
are determined by the Commissioner of Patents who 
sets the terms of licences pursuant to subsection 
39(5) of the Patent Act. (Licence obligatoire) 


Licence, Voluntary: 


A contractual agreement between a patent holder and 
a licensee under which the licensee is entitled to 
enjoy the benefit of the patent or to exercise any 
rights in relation to the patent for some consideration 
(i.e., royalties in the form of a share of the licensee’s 
sales.) (Licence volontaire) 


Medicine: 


Any substance or mixture of substances made by any 
means, whether produced biologically, chemically, or 
otherwise, that is applied or administered in vivo in 
humans or in animals to aid in the diagnosis, treat- 
ment, mitigation or prevention of disease, symptoms, 
disorders, abnormal physical states, or modifying 
organic functions in humans and or animals, however 
administered. For greater certainty, this definition 
includes vaccines, topical preparations, anaesthetics 
and diagnostic products used in vivo, regardless of 
delivery mechanism (e.g. transdermal, capsule form, 
injectable, inhaler, etc.). This definition excludes 
medical devices, in vitro diagnostic products and dis- 
infectants that are not used in vivo. (See Compendium 
of Guidelines, Policies and Procedures, Introduction, 
subsection 1.5.) (Médicament) 


Notice of Compliance (NOC): 


A notice in respect of a medicine issued by the Health 
Products and Food Branch of Health Canada under 
section C.08.004 of the Food and Drugs Regulations. 
The issuance of an NOC indicates that a drug product 
meets the required Health Canada standards for use 
in humans or animals and that the product is 
approved for sale in Canada. (Avis de conformité) 


Patent: 


An instrument issued by the Commissioner of Patents 
in the form of letters patent for an invention that pro- 
vides its holder with a monopoly limited in time, for 
the claims made within the patent. A patent gives its 
holder and its legal representatives, the exclusive 
right of making, constructing and using the invention 
and selling it to others to be used. (Brevet) 


Patented Medicine Price Index 
(PMP): 


The PMPI has been developed by the 
PMPRB as a measure of average year- 
over-year change in the transaction 
prices of patented drug products sold in 
Canada, based on the price and sales 
information reported by patentees. (Indice 
des prix des médicaments brevetés) 


Patentee: 


As defined by subsection 79(1) of the 
Patent Act, “the person for the time being 
entitled to the benefit of the patent for 
that invention (pertaining to a medicine) 
and includes, where any other person is 
entitled to exercise any rights in relation 
to that patent other than under a licence 
continued by subsection 11(1) of the 
Patent Act Amendment Act, 1992, that 
other person in respect of those rights;” 
(Breveté) 


Pending Patent: 


An application for a patent that has not 
yet been issued. (Brevet en instance) 


NB: In cases where a medicine is sold 
before a patent is issued, it is the Board’s 
policy once the patent is issued, to 
review the price of the medicine as of the 
date on which the patent application was 
laid open for public inspection. (See 
PMPRB Bulletin 15, page 7.) 


Research and Development (R&D): 


Basic or applied research for the purpose 
of creating new, or improving existing, 
materials, devices, products or processes 
(e.g. manufacturing processes). (Recherche 
et développement) 


Research and Development— 
Applied Research: 


Work that advances scientific knowledge 
with a specific practical application in 
view such as creating new or improved 
products or processes through manufac- 
turing processes or through preclinical or 
clinical studies. (Recherche et développe- 
ment—recherche appliquée) 


Research and Development—Basic 
Research: 


Work that advances scientific knowledge 
without a specific application in view. 
(Recherche et développement—recherche 
fondamentale) 


Research and Development—Clinical 
Research: 


The assessment of the effect of a new 
medicine on humans. It typically consists 
of three successive phases, beginning 
with limited testing for safety in healthy 
humans then proceeding to further safety 
and efficacy studies in patients suffering 
from the target disease. (Recherche et 
développement—recherche clinique) 


Research and Development— 
Preclinical Research: 


Tests on animals to evaluate the pharma- 
cological and toxicological effects of 
medicines. (Recherche et développe- 
ment—recherche pré-clinique) 


Research and Development—Other 
Qualifying: 


Includes eligible research and development 
expenditures that cannot be classified 
into any of the preceding categories of 
“type of research and development”. It 
includes drug regulation submissions, 
bioavailability studies and Phase IV clinical 
trials. (Recherche et développement— 
Autres R-D admissibles) 


Research and Development 
Expenditures: 


For the purposes of the Patented 
Medicines Regulations, 1994, in particular 
sections 5 and 6, research and develop- 
ment includes activities for which 
expenditures would have qualified for 
the investment tax credit for scientific 
research and experimental development 
under the Income Tax Act as it read on 
December 1, 1987. (Dépenses en 
recherche et développement) 


Current Research and Development 
Expenditures: 


consist of the following non-capital 
expenses that are directly related to 
research work: (a) wages and salaries, 
(b) direct material, (c) contractors and 
sub-contractors, (d) other direct costs 
such as factory overhead, (e) payments 
to designated institutions, (f) payments 
to granting councils and (g) payments to 
other organizations. These elements are 
described in greater detail in the 
Patentees’ Guide to Reporting - Form 3 
available from the PMPRB website under 
the heading of “Legislation, Regulations 
and Guidelines.” (Dépenses courantes de 
recherche et développement) 


Special Access Program (SAP): 


A program operated by Health Canada to give practi- 
tioners access to drugs that are not approved or 
otherwise available for sale in Canada. (Formerly the 
EDR Program.) (Programme d’accès spécial) 


Voluntary Compliance Undertaking (VCU): 


A written undertaking by a patentee to adjust its price 
to conform with the PMPRB’s Excessive Price 
Guidelines (see Chapter 1 of the Compendium of 
Guidelines, Policies and Procedures). Pursuant to the 
Board’s Compliance and Enforcement Policy (see 
Chapter 2, section 7) the Chairperson may approve a 
VCU in lieu of issuing a Notice of Hearing if it is con- 
sistent with the Patent Act and the policies of the 
Board and in the public interest. Under the Board’s 
Compliance and Enforcement Policy, a VCU can also 
be submitted following the issuance of a Notice of 
Hearing. A VCU submitted at this point must be 
approved by the Board. The Board reports publicly on 
all VCUs approved by the Chairperson or the Board. 
(Engagement de conformité volontaire) 
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ACRONYMS 


This section provides the list of acronyms used in 
the Annual Report and frequently referenced by 
the PMPRB and its stakeholders. 


ARC: Advance Ruling Certificate 


ALG: Anatomical Therapeutic Chemical classifi- 
cation system 

ALP: Average Transaction Price 

CAG: Consumers’ Association of Canada 


CCOHTA: Canadian Coordinating Office for Health 
Technology Assessment 


CDR: Common Drug Review 
CEDAC: Canadian Expert Drug Advisory Committee 


CGPA: Canadian Generic Pharmaceutical 


Association 
CIHI: Canadian Institute for Health Information 
CPE Consumer Price Index 
DDD: Defined Daily Dose 
DIN: Drug Identification Number 


DPD: Drug Product Database (Health Canada) 
DVA: Department of Veterans Affairs (U.S.) 
FDA: Food and Drugs Act (Canada) 

FPG: First Patent Granted 

F/P/T:  Federal/Provincial/Territorial 

FSS: Federal Supply Schedule (U.S.) 

GDP: Gross Domestic Product 

HDAP: Human Drug Advisory Panel 


IPC International Price Comparison 
PEL Industrial Product Price Index 
MIP: Median International Price 
MNE: Maximum Non-Excessive (price) 


MOU: Memorandum of Understanding 


NAS: 
NDMAC: 


NOC: 


NPDUIS: 


NPS: 


NPSS: 


ODB: 
OECD: 


OG; 
PMPI: 
PMPRB: 


PMQI: 


R&D: 
Rx&D: 


SAP: 


ECE 
TPD: 


VCU: 


WHO: 


New Active Substance 


Nonprescription Drug 
Manufacturers Association of 
Canada 


Notice of Compliance 


National Prescription Drug 
Utilization Information System 


National Pharmaceutical 
Strategy 


Non-Patented Single Source 
(drugs) 


Ontario Drug Benefit Plan 


Organisation for Economic 
Cooperation and Development 


Over-the-counter 
Patented Medicine Price Index 


Patented Medicine Prices 
Review Board 


Patented Medicine Quantity 
Index 


Research and Development 


Canada’s Research Based 
Pharmaceutical Companies 


Special Access Program 
(Health Canada) 


Therapeutic Class Comparison 


Therapeutic Products 
Directorate (Health Canada) 


Voluntary Compliance 
Undertaking 


World Health Organization 


ANNEX 1 


Criteria for Commencing 
an Investigation 


A price is considered to be within the 
Guidelines unless it meets the criteria for 
commencing an investigation. The criteria 
represent the standards the Board applies 
in order to allocate its resources to inves- 
tigations as efficiently as possible. Their 
existence should not be construed as 
indicating that the Board accepts any 
deviation from the Guidelines. The 
Board is satisfied that its criteria assure 
all significant cases of pricing outside the 
Guidelines will be subject to investiga- 
tion. In most instances where a price 
exceeds the maximum allowable price by 
an amount too small to trigger an inves- 
tigation in one year, it is offset by a price 
below that which is permitted by the 
Guidelines the following year. The Board 
expects the prices of all patented medi- 
cines to be within the Guidelines and 
evidence of persistent pricing outside the 
Guidelines, even by a small amount, may 
be used as a criterion for commencing an 
investigation. 


Criteria for Commencing an Investigation 


Board Staff will commence an investigation into the 
price of a patented drug product when any of the fol- 
lowing criteria are met: 


New Drug Products 


e The introductory price is 5% or more above the 
maximum non-excessive price; 


e Excess revenues in the introductory period are 
$25,000 or more; or 


e Complaints with significant evidence. 


Existing Drug Products 


e A price is 5% or more above the maximum non- 
excessive price and there are cumulative excess 
revenues of $25,000 or more over the life of the 
patent after January 1, 1992; 


e Cumulative excess revenues are $50,000 or more 
over the life of the patent after January 1, 1992; or 


e Complaints with significant evidence. 


For more information on the Criteria for Commencing 
an Investigation, please consult Schedule 5 of the 
Compendium of Guidelines, Policies and Procedures 
available on our Web site under Legislation, 
Regulations, Guidelines. 
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ANNEX 2 


Patented Drug Products Introduced in 2004 


BRAND NAME 


Acular LS 4 mg/mL 
Adderall XR 5 mg/capsule 
Adderall XR 10 mg/capsule 
Adderall XR 15 mg/capsule 
Adderall XR 20 mg/capsule 
Adderall XR 25 mg/capsule 
Adderall XR 30 mg/capsule 
Alimta 500 mg/vial 
Amevive 15 mg/vial 
Amphotec 100 mg/vial 
Avandamet 2/1000 tablet 
Avandamet 4/1000 tablet 
Avodart 0.5 mg/capsule 
Axert 6.25 mg/tablet 

Axert 12.5 mg/tablet 
Bondronat 1mg/mL 
Cetrotide 0.25 mg/vial 
Cetrotide 3 mg/vial 

Cipro XL 1000 mg/tablet 
Climara 25 - 2 mg/patch 
Climara 75 - 5.7 mg/patch 
Combigan 2/5 7 mg/mL 
Copaxone 20 mg/syringe 


Diovan 80 mg/tablet 
Diovan 160 mg/tablet 


Ebixa 10 mg/tablet 

Eligard 7.5 mg/vial 

Eligard 22.5 mg/vial 
Eligard 30 mg/vial 

Forteo 250 mcg/mL 
Fosamax 70 mg/vial 
Gadovist 1.0 604.72 mg/mL 
Gleevec 400 mg/tablet 


Gynazole.1 20 mg/gm 
Hextend 60 mg/mL 
Humatrope 24 mg/cartridge 


COMPANY 


Allergan Inc. 

Shire BioChem Inc. 
Shire BioChem Inc. 
Shire BioChem Inc. 
Shire BioChem Inc. 
Shire BioChem Inc. 
Shire BioChem Inc. 
Eli Lilly Canada Inc. 
Biogen Idec Canada Inc. 
Intermune Inc. 
GlaxoSmithKline Inc. 
GlaxoSmithKline Inc. 
GlaxoSmithKline Inc. 
Janssen-Ortho Inc. 
Janssen-Ortho Inc. 
Hoffmann-La Roche Ltd. 
Serono Canada Inc. 
Serono Canada Inc. 
Bayer Inc. 

Berlex Canada Inc. 
Berlex Canada Inc. 
Allergan Inc. 

Teva Neuroscience 


Novartis Pharmaceuticals 
Canada Inc. 


Novartis Pharmaceuticals 
Canada Inc. 


Lundbeck Canada Inc. 


Sanofi-Synthelabo Canada Inc. 
Sanofi-Synthelabo Canada Inc. 


Sanofi-Synthelabo Canada Inc. 


Eli Lilly Canada Inc. 
Merck Frosst Canada Inc. 
Berlex Canada Inc. 


Novartis Pharmaceuticals 
Canada Inc. 


Ferring Inc. 
Hospira Healthcare Corp. 
Eli Lilly Canada Inc. 


DIN 


02248722 
02248808 
02248809 
02248810 
02248811 

02248812 
02248813 
02253437 
02259052 
02241749 
02248440 
02248441 
02247813 
02248128 
02248129 
02232770 
02247766 
02247767 
02251787 
02247499 
02247500 
02248347 
02245619 
02244781 


02244782 


02260638 
02248239 
02248240 
02248999 
02254689 
02248625 
02241089 
02253283 


02248417 
02246024 
02243079 


NAS1/  ATC3 
FPG2 


NAS. /-FPG 
NAS / FPG 


NAS / FPG 
NAS 
NAS 


NAS 
NAS 
NAS 
NAS 
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STATUS Category 


Within Guidelines 
Under Review 
Under Review 
Under Review 
Under Review 
Under Review 
Under Review 
Under Review 

Within Guidelines 

Within Guidelines 

Within Guidelines 

Within Guidelines 

Within Guidelines 

Within Guidelines 

Within Guidelines 

Within Guidelines 

Within Guidelines 

Within Guidelines 

Within Guidelines 

Within Guidelines 

Within Guidelines 

Within Guidelines 
Under Review 

Within Guidelines 


Within Guidelines 


Within Guidelines 
Within Guidelines 
Within Guidelines 
Within Guidelines 
Under Review 
Within Guidelines 
Within Guidelines 
Within Guidelines 


Within Guidelines 
Under Review 


Within Guidelines 
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BRAND NAME COMPANY DIN NAS1/ ATC3 STATUS Category | 
FPG2 
Humira 40 mg/syringe Abbott Laboratories Ltd. 02258595 NAS L Within Guidelines 3 
INOtherapy 800 ppm INO Therapeutics Inc. R Under Review 
Iressa 250 mg/tablet AstraZeneca Canada Inc. 02248676 NAS L Within Guidelines 3 
Kogenate FS 250 units/vial Bayer Inc. 02242489 B Under Review a 
Lantus 100 units/mL Aventis Pharma Inc. 02245689 NAS A Within Guidelines 3 D 
Lescol XL 80 mg/tablet Novartis Pharmaceuticals 02250527 C Within Guidelines a 
Canada Inc. 
Levaquin 750 mg/tablet Janssen-Ortho Inc. 02246804 J Within Guidelines 1 S 
Levitra 5 mg/tablet Bayer Inc. 02250462 NAS G Within Guidelines 3 = 
Levitra 10 mg/tablet Bayer Inc. 02250470 NAS G Within Guidelines 3 a 
Levitra 20 mg/tablet Bayer Inc. 02250489 NAS G Within Guidelines 3 > 
Mavik 4 mg/capsule Abbott Laboratories Ltd. 02239267 C Within Guidelines 1 
Multihance 529 mg/mL Bracco Diagnostrics 02248302 NAS V Under Review 
Canada Inc. 
Neulasta 10 mg/mL Amgen Canada Inc. 02249790 NAS if Under Review 
Nutropin AQ Pen Cartridge Hoffmann-La Roche Ltd. 02249002 H Within Guidelines 1 
Oxytrol 36 mg/patch Paladin Laboratories Inc. 02254735 G Within Guidelines 3 
Pamidronate Disodium Pharmaceutical Partners 02246597 M Within Guidelines 1 
30 mg/vial of Canada Inc. 
Pamidronate Disodium Pharmaceutical Partners 02246598 M Within Guidelines 1 
60 mg/vial of Canada Inc. 
Pamidronate Disodium Pharmaceutical Partners 02246599 M Within Guidelines 1 
90 mg/vial of Canada Inc. 
Paxil CR 12.5 mg/tablet GlaxoSmithKline Inc. 02248503 N VCU 1 
Paxil CR 25 mg/tablet GlaxoSmithKline Inc. 02248504 N VCU 1 
Pegasys RBV 180 mcg/0.5 mL Hoffmann-La Roche Ltd. 02253429 NAS J Under Review 
pre-filed syringe/200 mg tablet 
Pegasys RBV 180 mcg/1 mL Hoffmann-La Roche Ltd. 02253410 NAS il Under Review 
vial/200 mg tablet 
Pegetron Redipen 80 Schering Canada Inc. 02254581 J Within Guidelines il 
Pegetron Redipen 100 Schering Canada Inc. 02254603 J Within Guidelines it 
Pegetron Redipen 120 Schering Canada Inc. 02254638 J Within Guidelines 1 
Pegetron Redipen 150 Schering Canada Inc. 02254646 J Within Guidelines 1 
Penlac 80 mg/mL Dermik Laboratories 02250535 D Under Review 
Canada Inc. 
Refacto 500 units/vial Wyeth Pharmaceuticals 02245950 B Within Guidelines i! 
Relpax 20 mg/tablet Pfizer Canada Inc. 02256290 NAS N Within Guidelines à 
Relpax 40 mg/tablet Pfizer Canada Inc. 02256304 NAS N Within Guidelines 3 
Remeron RD 15 mg/tablet Organon Canada Ltd. 02248542 N Within Guidelines 1 
Remeron RD 30 mg/tablet Organon Canada Ltd. 02248543 N Within Guidelines 1 
Remeron RD 45 mg/tablet Organon Canada Ltd. 02248544 N Within Guidelines 1 
Remodulin 5 mg/mL Northern Therapeutics Inc. 02246554 NAS B Within Guidelines 3 
Reyataz 150 mg/capsule Bristol-Myers Squibb 02248610 NAS / FPG J Under Review 
Canada Inc. 
Reyataz 200mg/capsule Bristol-Myers Squibb 02248611 NAS / FPG J Under Review 


Canada Inc. 
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BRAND NAME 


Risperdal Consta 25 mg/tablet 


Risperdal Consta 50 mg/tablet 
Singulair 4 mg/pouch 

Tamiflu 12 mg/mL 

Tequin 200 mg/tablet 


Teveten Plus 612.5 mg/tablet 
Tiazac XC 120 mg/tablet 


Tiazac XC 180 mg/tablet 


Tiazac XC 240 mg/tablet 


Tiazac XC 300 mg/tablet 


Tiazac XC 360 mg/tablet 


Vfend 50 mg/tablet 
Vfend 200 mg/tablet 
Vfend 200 mg/vial 
Vigamox 5 mg/mL 
Viracept 625 mg/tablet 
Viread 300 mg/tablet 


Zavesca 100 mg/capsule 


Zymar 3 mg/mL 
Zyprexa IM 10 mg/vial 
Zyprexa Zydis 15 mg/tablet 


(line extension) 


1 NAS: New Active Substance 
2 FPG: First Patent Grant 


+ Category 1 - a new DIN of an existing or comparable dosa 


COMPANY 


Janssen-Ortho Inc. 


Risperdal Consta 37.5 mg/tablet Janssen-Ortho Inc. 


Janssen-Ortho Inc. 


Merck Frosst Canada Inc. 


Hoffmann-La Roche Ltd. 


Bristol-Myers Squibb 
Canada Inc. 


Solvay Pharma Inc. 


Biovail Pharmaceuticals 
Canada, Division of 
Biovail Corporation 


Biovail Pharmaceuticals 
Canada, Division of 
Biovail Corporation 


Biovail Pharmaceuticals 
Canada, Division of 
Biovail Corporation 


Biovail Pharmaceuticals 
Canada, Division of 
Biovail Corporation 


Biovail Pharmaceuticals 
Canada, Division of 
Biovail Corporation 


Pfizer Canada Inc. 
Pfizer Canada Inc. 
Pfizer Canada Inc. 
Alcon Canada Inc. 
Pfizer Canada Inc. 
Gilead Sciences, Inc. 


Actelion Pharmaceuticals 
Canada Inc. 


Allergan Inc. 
Eli Lilly Canada Inc. 
Eli Lilly Canada Inc. 


3 ATC: Anatomical Therapeutic Chemical Classification System 


DIN 


02255707 
02255723 
02255758 
02247997 
02245549 
02243181 


02253631 
02256738 


02256746 


02256754 


02256762 


02256770 


02256460 
02256479 
02256487 
02252260 
02248761 
02247128 
02250519 


02257270 
02247099 
02243088 


NAS 
NAS 
NAS 


NAS 
NAS 


NAS1/  ATC3 
FPG2 
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The Board’s Guidelines establish three categories of new patented drug products for purposes of conducting introductory price reviews. 


ge form of an existing medicine, usually a new strength of an existing drug 


* Category 2 - the first drug to treat effectively a particular illness or which provides a substantial improvement over existing drug products, 
often referred to as “breakthrough” or “substantial improvement”. 


° Category 3 - a new drug or new dosage form of an existing medicine that provides moderate, little or no improvement over existing medicines. 
For complete definitions of the categories, refer to the Compendium of Guidelines, Policies and Procedures, Chapter 3, section 3. 


STATUS Category 


Under Review 


Under Review 


Under Review 


Within Guidelines 1 


Under Review 


Within Guidelines 1 


Within Guidelines 3 
Within Guidelines 1 


Within Guidelines 1 


Within Guidelines 1 


Within Guidelines 1 


Within Guidelines 1 


Within Guidelines 3 
Within Guidelines 3 
Within Guidelines 3 


Under Review 
Within Guidelines 1 
ARC 3 
Within Guidelines 3 


Under Review 


Under Review 
Within Guidelines 1 


ANNEX 3 


Research and Development 


Table 13 


Range of R&D-to-Sales Ratios by Number of Reporting Companies and Total Sales 
Revenue 


page 49 


2004 20038 
Range: Number of Total Sales Number of Total Sales 
R&D-to-Sales Reporting Revenue Reporting Revenue 
Ratio Companies ($Millions) % Share Companies ($Millions) % Share 


0% 24 744.2 5.3 20 707.5 DZ 
<10% 42 8,980.5 63.4 42 8,845.1 64.9 
> 10% 18 4,443.6 oli 21 4,078.4 30.0 


Total 84 14,168.3 100.0* 83 1362101 100.0* 


Source: PMPRB 
* Values in this column may not add to 100.0 due to rounding. 
R = Revised since release of PMPRB 2003 Annual Report. 
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Figure 20 

Current R&D Expenditure by Type of Research, 1988-2004 

$ Million 

EE Other Qualifying 

1200 — Es feats 3044 332.6 242 


1000 — Ke Basic 


800 ~ 
600 — 


400 — 


ai 
"i ia ia 


#4 1989 1990 1991 1992 1993 1994 1995 1996 1997 1998 1999 2000 2001 2002 20088 2004 


Source: PMPRB 
R = Revised since release of PMPRB 2003 Annual Report. 


Table 14 
Ratios of R&D Expenditure to Sales Revenue by Reporting Patenteel 2004 and 2003 


Company R&D-to-Sales Ratio 
(%) 
2004 2003 
3M Canada Company 0.7 0.5 


Abbott Laboratories, Limited 4.7 ise: 
Actelion Pharmaceutiques Canada Inc.2 6.8 8.0 
Alcon Canada Inc. 0.0 0.0 
Allergan Inc. 6.3 72 


page 50 


tT 
(=) 
Oo 
au 
DS 
m 
cc 
© 
= 
a 


Table 14 continued 


Company 


Altana Pharma Inc.2.3 
Amersham Health Inc. 
Amgen Canada Inc.2.5 
AstraZeneca Canada Inc.2,6 
Aventis Pasteur Limiteds 
Aventis Pharma Inc.2 


Axcan Pharma Inc.2 


Ayerst Veterinary Laboratories, Division of Wyeth-Ayerst Canada Inc. 


Baxter Corporations 

Bayer Inc., Healthcare Division2.5 

Bayer Inc., Agriculture Division 

Berlex Canada Inc.2 

Biogen Canada Inc.5 

Biovail Pharmaceuticals Canada, Division of Biovail Corporations 
Boehringer Ingelheim (Canada) Ltd.2 

Bracco Diagnostics Canada Inc. 
Bristol-Myers Squibb Pharmaceutical Group2 
Canderm Pharma Inc. 

Chiron Canada ULC 

Dermik Laboratories® 

Dimethaid Research Inc. 

Elan Pharmaceuticals Inc 

Eli Lilly Canada Inc. (includes Provel Animal Health Division)2,5 
Enzon Pharmaceuticals Inc. 

ESP Pharma Inc. 

Ferring Inc. 

Fournier Pharma Inc.2 

Fujisawa Canada Inc.2 

Galderma Canada Inc. 

Genzyme Canada Inc.5 

Gilead Sciences, Inc.6,5 

GlaxoSmithKline2,5 

GlaxoSmithKline Consumer Healthcare Inc. 


Grifols Biologicals Inc., (subsidiary of Probitas Pharma prev. 
Alpha Therapeutic Corporation) 


Guilford Pharmaceuticals 
Hoffmann-La Roche Limited, Canada2,5 
INO Therapeutics® 


Intermune Inc. 


R&D-to-Sales Ratio 


2004 


13.4 
0.0 
6.9 
8.2 

68.7 

10.5 

ES 
0.0 

0.02 
4.4 
Sol 
6.3 

36.8 

18.3 

2107 
0.0 
8.8 
2.0 

2910 
0.0 

43.9 
0.0 
8.9 
0.0 
0.0 
1 
1.4 

175 
0.3 
0.1 
0.0 

5 
0.0 


0.0 
0.0 
re) 
0.0 
0.0 


(%) 


2003 


111 
0.0 
8.4 
ong 

83.9 

MA 

2359 
0.0 
0.02 
3.5 
21 
6.5 
42.5 
1973 
20.9 


Table 14 continued 


Company 


Janssen-Ortho Inc.2,5 


Johnson & Johnson Merck, Consumer Pharmaceuticals of Canada 


Leo Pharma Inc.2 

Les Laboratories Inc.7 

Lundbeck Canada Inc.2 

McNeil Consumer Healthcare Canada 
Merck Frosst Canada Ltd.2,5 

Merck Frosst - Schering Pharma2 

Merial Canada Inc. 

Northern Therapeutics Inc.6 

Novartis Animal Health Canada Inc. 
Novartis Consumer Health Canada Inc. 
Novartis Ophthalmics2 

Novartis Pharmaceuticals Canada Inc? 
Novo Nordisk Canada Inc.5 

Organon Canada Ltd.2 

Oryx Pharmaceuticals Inc.6 

Ortho Dermatological, Division of Johnson & Johnson Inc. 
Paladin Laboratories Inc.2 

Pfizer Canada Inc., Animal Health Group 
Pfizer Canada Inc.2,5 

Pfizer Canada Inc., Consumer Healthcare Division 
Pharmaceutical Partners of Canada Inc. 
Pharmascience Inc. 

Procter & Gamble Pharmaceuticals Canada, Inc.2 
Purdue Pharma2 

Rare Disease Therapeutics Inc. 
Ratiopharm4 

RGR Pharma Ltd. 

Sanofi-Synthelabo Canada Inc.2 

Schering Canada Inc.2 

Serono Canada Inc.6,5 

Servier Canada Inc.2 

Shire-BioChem Inc. 

Solvay Pharma Inc. 

Stiefel Canada Inc.2 

Teva Neuroscience® 


Tyco Healthcare Group Canada Inc. 


R&D-to-Sales Ratio 


2004 


72 
0.0 
4.1 
0.0 
0.03 
2.6 


(%) 
2003 
9.8 
0.0 
5.9 
0.0 
0.0 
2 
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Table 14 continued 
Company R&D-to-Sales Ratio 
(%) 
2004 2003 


Valeant Canada Ltd.8 3.0 24 
Wyeth-Ayerst Canada Inc.2,5 152 13.6 


Yamanouchi Pharmaceutical Co. Ltd. 0.0 0.0 


Source: PMPRB 


1 Revenue from royalties is included in calculating each company’s ratio, but not included in calculating industry-wide 
ratios (to avoid double-counting of sales revenue). Federal and provincial government grants are subtracted from the 
R&D expenditure in calculating individual R&D-to-sales ratios, but are included in calculating industry-wide ratios. 
Differences between the list of firms filing data on prices and those filing R&D data are due to differences in reporting 
practices of patentees and their affiliates or licencees. Also, some veterinary patentees (i.e., those without revenue 
from sales of products for human use) are required to file information on R&D expenditure but not price and sales 
information. 


2 Member of Rx&D. 
3 Formerly known as BYK Canada Inc. 


PMPRB / 2004 


4 Formerly known as Altimed Pharmaceutical Inc. 

5 Member of BIOTECanada. 

6 Not a patentee in 2003. 

7 Les Laboratories Inc. is the patent owner; however BLES Biochemicals is the Licensee as well as manufacturer. 
8 Formerly known as ICN Canada Ltd. 


Table 15 
Current R&D Expenditure by Type of Research, 2004 and 2003 


R&D Performer 2004 2003R Annual Increase 
$M % $M % in Expenditure % 


Basic 221.7 19.7 15.8 23.0 
- Chemical 111.0 9.8 6.8 42.3 
- Biological 110.7 9.8 8.9 8.2 

Applied 658.3 58.3 4.3 
- Manufacturing Process 96.8 8.6 8.8 -3.5 
- Pre Clinical Trial I 42.0 ous Divi 68.7 
- Pre Clinical Trial II 17.6 165 vo -0.6 
- Clinical Trial Phase I 54.3 4.8 4.8 -0.2 
— Clinical Trial Phase II 109.5 OM. De 6.1 
- Clinical Trial Phase III 338.1 30.0 22 

Other Qualifying R&D 244.2 2197 -26.6 


Total IL WA 100.0* -1.8 
Source: PMPRB 


* Values in this column may not add to 100.0 due to rounding. 
R= Revised since release of PMPRB 2003 Annual Report. 


Table 16 
Current R&D Expenditure by R&D Performer, 2004 and 2003 


R&D Performer 2004 2003R Annual Increase 
$M % % in Expenditure % 


Intramural 

— Patentees 619-7 : : 19 
Extramural 

- Universities and Hospitals 148.2 1322 

- Other Companies 234.7 209 

- Others 121.6 10.9 


Total La 100.0* 
Source: PMPRB 


* Values in this column may not add to 100.0 due to rounding. 
R=Revised since release of PMPRB 2003 Annual Report. 


Table 17 
Total R&D Expenditure by Source of Funds, 2004 and 2003 


Source of Funds 2004 Annual Increase 
$M % $M in Expenditure % 


Company Funds 11072 94.6 11289 -1.9 
Federal/Provincial Governments 7.9 04 2 : -29.5 
Others 54.9 4.7 54.2 : 13 
Total : 1:170:0 100.0* 1,194.3 -2.0 


Source: PMPRB 
* Values in this column may not add to 100.0 due to rounding. 
R=Revised since release of PMPRB 2003 Annual Report. 


Haies 
Current R&D Expenditure by Location, 2004 and 2003 


Location of R&D 2004 2003R Annual Increase 
$M $M % in Expenditure % 


Atlantic Provinces 22.0 x 21.4 19 2.8 
Québec Saat 484.0 6.0 
Ontario 481.9 53712 -10.3 
Western Provinces 106.6 95 101.6 . 520 
Territories 0.6 Oxi D 554.8 
Total 1,124.2 100.0* 1,144.3 -1.8 


Source: PMPRB 
* Values in this column may not add to 100.0 due to rounding. 
R=Revised since release of PMPRB 2003 Annual Report. 
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Table 19 
Current R&D Expenditure by Province and by R&D Performer, 2004 


Province R&D Performer Percentage of 
Expenditure 
Patentees Other University Hospitals Others Total Rx&D 
Companies 

Newfoundland  $(000) O23; 40'> ale253.60 01276122 71710. 1594224 6,997.60" 95,052.97 sn a7 
% 13-92 19.00 26.69 10.86 29.43 100.00 0.58 

Prince Edward  $(000) 170.76 210.22 6.61 408.05 CPE 888.41 887.41 0.079 
Island % 1927 23.66 0.74 45.93 10.44 100.00 0.092 

Nova Scotia $(000) 3,386.98 2,994.21 1,380.31 2,434.69 1,609.42 11,805.61 10,700.56 1.050 
% 28.60 25258 11.65 20.62 13.63 100.00 1.03 

New Brunswick $(000) 847.73 836.04 8.55 385.31 6523712 2,731.34 | 2;553.72 Opes 
% 31.03 30.60 0.31 14.10 23193 100.00 0.263 

Quebec $(000) 341,970.93 83,311.22 9,243.32 23,857.87 54,714.76  513,116.11 482,197.75 45.644 
% 66.64 162 1.80 4.65 10.66 100.00 49.72 

Ontario $(000) 250,234.22 108,076.30 27,428.53 48,729.72 47,377.98 481,846.75 369,777.02 42.862 
% 51,93 22.43 2:09 FOI 9.83 100.00 38.13 

Manitoba $(000) 6,800.15 2,862.99 1,236.66 3,092.69 1,884.26 15,876.75 12,235.84 1.412 
% 42.83 18.03 1:18 19.47 11.86 100.00 1.26 

Saskatchewan  $(000) 1,874.85 1,385.64 1,732.70 779.01  1,049.25 6,821.44 6,665.12 0.607 
% 27.48 20.31 25.40 11.42 15.38 100.00 0.687 

Alberta $(000) 6,863.55 16,713.49 8,163.93 3,545.34 5,000.44 40,286.76 37,189.66 3.584 
% 17.03 41.48 20.26 8.80 12.41 100.00 3.835 

British $(000) 6,476.82 17,000.86 7,782.98 5,213.46 7,161.45 43,633.56 41,352.87 3.882 
Columbia % 14.84 38.96 703 11.94 16.41 100.00 4.26 

Yukon; N.WT.;  $(000) 165.84 0.00 7299 239.62 151.76 565.20 565.20 0.050 
Nunavut % 29.34 0.00 1.41 42.39 26.85 100.00 0.058 

Canada $(000) 619,715.23 234,644.61 58,752.79 89,420.85 121,638.04 1,124,171.53 969,757.70 100.00 


Source: PMPRB 

1 The percentage under each R&D category gives the percentage of all money spent in that category in that province. 

2 Expenditure as a percentage of total means percentage of R&D expenditure in that province compared to total R&D in Canada. 
3 Rows and columns may not equal totals due to rounding. 
4 


Current expenditures plus capital expenditures (equipment + depreciation) = total R&D expenditure. 
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